CLASS DETERMINATION 1-91
IDENTITY OF IMPORTING COUNTRY UNDER FIFRA SECTION 17 (A) (2)

I.  BACKGROUND

section 17(a) (2) ot
Rodenticide Act (FIFRA)
pesticides not registered for us
exported to other countries. Under that provision and the
Environmental Protection Agency (EPA) statement of polic governing
its implementation (45 FR 50274, July 28, 1980), a pest cide which

is not registered under section 3 or sold under section 6(a) (1) of
FIFRA may be exported only if, prior to export, (1) the foreign
purchaser signs a statement acknowledging it understands that the

cannot be sold in the United States

pesticide is unregistered and
and (2) a copy of the acknowledgement statement has been

transmitted to EPA for sending to the government of the importing
country. Under EPA's policy, these requirements apply only to the
first shipment of each unregistered pesticide to a particular

purchaser in a given country annually.

EPA's 1980 policy statement permitted exporters to claim as
confidential business information required to be reported to EPA on
The information

the foreign putrchaser's acknowledgement statement.
required to be reported is as follows:

the FPederal Insecticide, Fungicide and
gets out the conditions under which
e in the United States may be

(a) Name and address of the exporter:;

(b) Name and address of the foreign purchaser;

(c) Name of the product and the active ingredient
and an indication that the purchaser
understands that the product is not registered
for use in the United States; o

(d) Destination of the export shipment if
different than purchaser's address;

(e) Signature of the foreign purchaser; and

(f) Date of the foreign purchaser's signature.

In the past, and in accordance with that policy statement, EPA
has treated this information as confidential when so claimed by the

exporter. However, EPA issued another policy statement on January
ssing the confidential status of

12, 1990 (55 PR 1261) addre
under section 7 of FIFRA which

information reported to EPA
necessarily affected the confidentiality of certain information

reported under section 17(a) (2)

Specifically, because section 7 mandates that ocertain
information is not entitled to confidential treatment, the fact
that a company has subnitted a notice under section 17(a) (2) for a
iven pesticide is necessarily public as well, (The active

?ngrodient of that pesticide is also public information).

This class determination addresses the confidentiality of the

identity of the importing country of the unregistered pesticide
export. It does not address the status of information about the



-r

foreign purchaser, Iinformation reported about research and
development products, or quantity of shipment information which may
be recorded on the purchaser acknowledgement statement.

" II. FPINDINGS

- Under EPA's regulations on business confidentiality at 40
C.P.R. 2.207, 1 have authority to {ssue class determinations
concerning entitlement of business information to confidential
treatment. In the case of the information reported to EPA under

FIFRA section 17(a) (2) concerning the identity of importing country
I have found:

(1) EPA possesses numerous notices filed under FIFRA section
17(a) (2) and will continue to receive such notices in the future.

(2) The information reported concerning importing country is
of the same nature and therefore oan be treated similarly for the

purpose of this determination.

(3) A class determination will serve a useful purpose by
sinplifying EPA responses to Freedom of Information Act (FOIA)
requests for information contained in the notices, reducing the
burden of individual determinations and informing requesters and
affected businesses of EPA's position in advance.

EPA may withhold information from disclosure under the FOIA if
the information falls within one of the exemptions in the Act. One
exemption 4s for "trade secrets" and commercial or financial

information obtained from a person and privileged or confidential.”
5 U.8.C. 552(b)(4). The matter to be decided in this class
determination is whether the identities of importing countries
reported under FIFRA section 17(a)(2) are entitled to be withheld
from disclosure under this exemption of the FOIA.

The information in question is clearly commercial information
obtained from a person. The issue is whether this information is
trade secret or otherwise confidential within the meaning of 5
U.8.C. 552(b) (4) and EPA's business confidentiality regulations at

40 C.F.R. Part 2, Subpart B.

Before EPA may conclude that information is exempt from
disclosure ag trade secret or confidential commercial information,
the Agency must £ind that the information is in fact maintained in
confidence by the business and is not publicly available. If it is
not maintained in oconfidence or is publicly available, it is not
entitled to confidential treatment and EPA must disclose the

information.

The weight of evidence shows that destination information on
unregistered pesticides is publiocly available for many such
exports. Por example, some countries publish lists identifying

monthli' imports including information on the name or type of
pesticide, the exporting country and the exporting company. Other



countries make this information available on request.
information on international markets
There is widespread advertising by

United States exporters on billboards and in stores in foreign
countries for pesticides sold in those countries but not registered
in the United States. Similar advertising appears in domestic and

foreign publications.

Also widely available is
for particular pesticides.

There also exist compilations listing pesticides and their
such as three volumes

regulatory status throughout the world,
published jointly by the Agricultural Requisites Scheme for Asia
and the Pacific and the International Co-operation Centre for

Agricultural Research and Development covering Asia, the Pacific,
and Africa.

In addition, considerable information on destination of
pesticide exports is available from private publishers at a cost
which is high but not prohibitively so for pesticide manufacturers.
For example, Battelle publishes "World Pesticide Programme" reports
which provide detailed information on pesticide use in foreign
countries. “Agrow World Crop Protection News" offers market
planning and development information and lists pesticides

registered in various countries.

Finally, the Port Import/Export Reporting Service (PIERS)
database of the Journal of Commerce provides information on all
shipments leaving the United States. Information available to
customers of PIERS varies in the level of detail provided, but may
include commodity exported, manufacturer or shipper, destination

and quantity.

Therefore, it appears that in many instances destination

information on unregistered pesticide exports is not maintained in
confidence and is in fact available to the public. For those
exports, destination information is not entitled to confidential
treatment by EPA. 6ince this determination must cover all anotices
received under section 17(a)(2), however, it is necessary to
continue the confidentiality analysis to apply to those exports for
which destination information may in fact be held in confidence.

Information that has been kept in confidence may be entitled

to confidential treatment under 5 U.5.C. 552(b)(4) if it meets one
i 880

of the tests set out in
v. Morton, 498 P.24 765 (D.C. Cir. 1974). Under Morton, commercial
or financial information may be withheld from disclosure if

revealing the information would be likely (1) to impair the ability
of the government to obtain necessary information in the future or
(2) to cause substantial harm to the competitive position of the

submitter of the information.
The first test is not applicable to export destination

information because such information is required to be subnitted to
EPA under FIFRA 17(a)(2) and EPA's policy statement. Therefore,



the information is not voluntarily submitted and EPA's ability to
obtain it in the future would not be impaired by disclosure.
Accordingly, the applicable Morton test is the second one, whether
disclosure of this information would be likely to cause substantial

harm to the competitive position of the submitter.

Country of destination information other than information
concerning pesticides in the research and development stage is not
the type of information that would 1likely cause substantial
competitive harm to a subnitter if it were released. If not
coupled with information about quantity shipped, the identity of
the country of destination does not reveal specific information
about the company's ocustomer list or market share. While an

argument can be made that releasing information concerning research
re to learn new areas of chemistry

products could enable competito
and thwart "first to file" patent

being explored by the exporter
be made for pesticides in an

laws, no similar argument ocan
ectablished market. Therefore, under the second Morton test,

information identifying the country of destination of unregistered
pesticide exports is not entitled to confidential treatment.

III. CONCLUSION

For the foregoing reasons, I f£ind that information reported to
EPA under FIFRA section 17(a)(2) on unregistered pesticide exports
identifying the importing country is not entitled to confidential
treatment under 5 U.5.C. 552(b) (4) or FIFRA.

_/;}/A/J lg 199/ é/éf; é%{/ﬁt’(m

Date Craig B. Annear
Associate General Counsel
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{OPP-7G301; FRL-3688-1]

Nonconfidentiality of Certain
Information Submitted under Sections
7 and 17(a)2) of FIFRA

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: Under section 7 of the
Federal Insccticide, Fungicide, and
Rodenticide Act (FIFRA)}, certain
information required to be reported to
EPA by pesticide producers is not
entitled to be treated as confidential
business information. Specifically. in
accordance with the statute, EPA
considers ag public information the
name and location of the pesticide
establishment reported, the names of
any pesticides produced. sold. or
distributed. and. if applicable, the names
of active ingredients used. EPA also
considers as nonconfidential certain
information required to be reported
under FIFRA section 17(a}(2) regarding
export of unregistered pesticides.
Specifizally. the fact that a section
17[a}{2) export nolification has been
submitted by a company concerning a
given pesticide is public information
based on the information required to be
disclosed under section 7.

DATE: The information described as
noncoenfidential will be considered
public on February 12, 1990.

FOR FURTHER INFORMATION CONTACT:
Michael C. Calhoun, Compliance
Division (EN-342), Office of Compliance
Monitcring, Environmental Protection
Agerncy. 401 M St., SW., Washington, DC
20460, (202} 362-3809.

SUPPLEMENTARY INFORMATION: Under
gection 7 of FIFRA (7 U.S.C. 136 to 138y),
subsection (c){(1), any producer

operating a registered pesticide
establishment must submit to EPA and
annually update the following
information: .

¢ * * the types and amounts of pesticides
and. if applicable, active ingredients used in
producing pesticides—(A) which he is
currently producing; (B) which he has
produced during the past year: and (C) which
he has sold or distributed during the past
year.

Subsection (d) of section 7 states that
the information submitted under
subsection (c) shall be considered
confidential, subject to section 10 of
FIFRA, except for “the names of the
pesticides or active ingredients used in
producing pesticides produced, sold. or
distributed at an establishment * * *."

(Section 10 states general rules

regarding confidential business
information under FIFRA and sets out
categories of information which are not
entitled to confidential treatment.)

It is therefore clear from the language
of section 7(d) that certain information
required under section 7(c) is publicly
available while certain other
information may not be. Specifically, the
following information on the section 7
reporting form is not entitled to
confidential treatment: the name and
location of the pesticide establishment,
the name of the pesticide(s) produced
there, and, if applicable, the name of the
active ingredient(s). Required
information which may be entitled to .
confidential treatment includes the
amount of pesticides produced or
distributed by an establishment.
Information required under subsection
7(c)(2) concerning recipients of
pesticides may also be entitled to
confidentiality.

EPA is issuing this notice clarifying its
interpretation of section 7 because the
current section 7 reporting form (EPA
Form 3540-18), and instructions for the
form, incorrectly tell submitters that all
information reported on the form will be
treated as confidential. The form and
instructions will be reissued in the near
future in a corrected version that will
state which information is not entitled to
confidentiality under section 7. In
clarifying its policy. EPA is hereby
providing a 30-day comment period. at
the end of the comment period EPA will
consider the information described
above as publicly available.

_Section 17(a)(2) of FIFRA allows the
export of unregistered pesticides to
foreign countries if, prior to export, the
foreign purchaser has signed a
statement acknowledging that he or she
understands that the pesticide is not
registered for use and cannot be sold in
the United States. In accordance with

section 17{a)(2) and established EPA
policy. the exporter must provide that
statement to EPA, and EPA then
transmits it to an appropriate
government official of the importing
country. Because section 7(d) requires
disclosure of the names of pesticide
products produced by an establishment
in a given year, whether registered or
vnregistered, and because names of
producers of registared pesticides are 8
matter of public record under FIFRA
section 3, the fact that a company makes
a given unregistered pesticide is
therefore also a matter of public record.
Accordingly. since unregistered
pesticides generally may be made only
for the export market, the fact that a
company has filed a notice under
gection 17(a}(2) for a given pesticide will
also be public information.

EPA is hereby also providing 30-days
notice that the filing of a notificstion of
export under section 17(a)(2) for a given
unregistered pesticide will not be
entitled to confidential treatment. FPA
will treat the following informztion
contained in a section 17{2)(2} notice 4s
public: the identity of the producer ¢f
the unregistered pesticide: the ide~titv
of the exporting compary: the nam: uf
the unregistered pesticide pro!u:.t: an.l.
if applicable, the name of the aci.ve
ingredient EPA is still considering
whether other information provided
under section 17{a){2). such as the name
of the country of export. should te
entitled to confidentiality.

Dated: December 29. 1889.
Linda J. Fisher,

Assistant Administrator for i%csicmies v..J
Toxic Substances.

[FR 90-716; Filed 1-11-9C: 8.35 2
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ENVIRONMENTAL PROTECTION “Purchaser Acknowledgement S procedures for exi:orting unregistered
AGENCY - - Statements. After thirty days from the - . pesticide are set forth below. -
: - ) . date of this notice, exportersof :. - - . d: July 10, 1880,
40 CFR Parts 162, 163, 164, 165, 166, uaregistered pesticides will be a7~y pore Wyin 180
'670 168! 169: 1701 17‘! 1721 173!17‘l violaﬁon ofl"IFRAlfthe foreign BRI A . A;s tant'A imi » trato .
. 175,176,177, 178, 179, and 180 purchaser acknowledgement statements En%me;f‘. - strator fo r
[FRL 1546-5) : o have not been acquired before shipment '
: . L Summary of Policy

Statement of Policy on the Labeling
Requirements for Exported Pesticides, -
Devices, and Pesticide Active .
Ingredients and the Procedures for ~ .
Exporting Unregistered Pesticides

AGENCY: Office of Enforcement, :
Environmental Protection Agency (EPA
or the Agency). T i

ACTION: Notice of policy statement.

SUMMARY: The Federal Insecticide, .
Fungicide, and Rodenticide Act (FIFRA
or the Act) was amended by the Federal
Pesticide Act of 1978 on September 30,
1978. Section 17(a) of the Act was
. modified so that pesticides, devices, and
active ingredients used in producing
pesticides which are manufactured for
export must now bear certain minimal
labeling, and the producers of such
‘products are now subject to the .
requirements of both FIFRA sections 7 -
(establishment registration) and 8
(books and records). In addition, unless
& pesticide is registered under section 3
or is being sold under section 6{a)(1) it
ocannot be lawfully exported unless,
prior to export, (1) the foreign purchaser
has signed a statement acknowledging .
that the purchaser understands that the
pesticide is unregistered and therefore
cannot be sold in the United States, and
(2) a copy of that statement hias been -
transmitted to EPA for transmittal to the
appropriate officials of the importing -
country. This foreign purchaser .
acknowledgement statement must be
acquired by the exporter and o
transmitted to EPA for the first shipment
- of each unregistered pesticide to a )
particular purchaser for each importing
country, annually. -

This notice informs the public of the"
scope of the new labeling requirements
and of the procedures that an exporter
of unregistered pesticides must follow to
acquire acknowledgement statements
which will be transmitted by the U.S.

importing country. . -
-. EFFECTIVE DATES: Labeling. Labeling
requirements for exported pesticides,
" devices, and pesticide active-ingredients -
became effective March 29, 1879,
(Federal Pesticide Act of 1878, Pub. L.’;
85-396, 82 Stat. 833).. Therefore, exported”
" products which fall within the purview -
-of this notice must now bear labels ...
which comply with the statutory - .
requirements of FIFRA section 17(a)(1).

.- L

- FOR FURTHER INFORMATION CONTACT: -

-Enforcement Division (EN-342), EPA;
401 M Street, S.W., Washington, D.C. -

- 20460 (202) 755-1212. - ...

" BUPPLEMENTARY INFORMATION: O -

" the policy statement made as a result of

" policy statement. ‘ o
(2) The policy statement explainsin * "- .
" -greater detail what labeling is expected -

-ingredients. : =

 Sectonalh) -

and transmitted to EPA in accordance -
with this policy.. ' S

John J. Neylan [, Office of Enforcement,
‘Pesticides and Toxic Substances .-~ -

Wednesday, July 18, 1979, EPA's Office
of Enforcement published a proposed
statement of policy on the labeling
requirements for exported pesticides,

_devices, and pesticide active ingredients
. and the procedures for exporting .

unregistered pesticides, {44 FR 41855]. - -
That proposed policy statement .
explained in some detail what .
information would be required to appear
on the labels or labeling of pesticides,

-devices, or pesticide active ingredients

destined for export in order to be

considered in compliance with the law.
It also described the procedures for

acquiring from a foreign purchaser of
unregistered pesticides a statement in
which the purchaser acknowledges the
registration status of the pesticide. Both
of these requirements became effective -
180 days after the date of enactment of
the Federal Pesticide Act of 1978 (March

. 28,1878).0 - .- |

The July 18 notice invited the public to
comment on the proposed policy before
September 17, 1878. Twenty-three

- comments were received. Following is a

summary of the major modifications to

the comments. .

(1) A more detailed explanation was
included of which products will be-
considered ag not registered for use in
the United States, for purposes of this

to appear on exported pesticides, ... Lo,
devices, and pesticide active LT

" Appendix A contains jummaries of

- the comments made to the July 18, 1879

policy statement and the Agency's
response to them. - .
Accordingly, the Office of ."- -~
Enforcement's general statement of
policy on the labeling requirements for -
exported pesticides, devices, and * ..
pesticide active ingredients and the . .

- *Pub, L 95-396, 62 Stat. 819; September 50, 1978, *- -

" Pesticides, devices, and active

ingredients used in producing pesticides
which are manufactured for export must
now bear labeling which will serve to

"+ both identify the product and the

producer and to protect persons who

.~ come in contact with the product.
.. Certain of the label items must be
- written in both the English language and
in the language of the importing cointry.
- These bilingual labeling requirements -
" apply to the product's ingredient .

statement and its warning and ‘
.precautionary statements. Exporters of - .

"pesticides which are not registered for

-use in the United States (in accordance
with this policy) must obtain a
statement from the foreign purchaser of
the pesticide in which the purchaser
acknowledges the registration status of
the product. The pesticide must also
bear labeling to indicate thatit is not
registered in the United States. For

" purposes of this policy an unregistered
" pesticide is one which (1) contains an

active ingredient not found in a
federelly registered product; or (2) bears
labeling for a wse which is currently
subject to denial or cancellation of

' registration; or (3) is not similar in

composition and use patterntoa -
federally registered product. :
The acknowledgement statement must

" (1) identify the purchasger, the exporter,
the product's identity and the product's -

destination; (2} be obtained for the first

- shipment of a particular pesticide to a
- particular purchaser for each importing .
_country, annually; (3) be obtained before ~

exportation takes place; and (4) be
transmitted to EPA within seven (7)

_ - days of receipt by the exporter.
" ‘1L Lébeling Requirements

Section 17(a) of FIFRA has been -

_amended to provide as follows:

""" {a) Pesticides and Devices Intended for
- Export.—notwithstanding any other provision

of this Act, no pesticide or device or active .
ingredient used in producing a pesticide -

.. intended solely for export to any foreign ’
" . country shall be deemed in violation of this

{1) when prepared or packaged according

" to the specifications or directions of the
_ --foreign purchaser, except that producers of -
such pesticides and devices and active )

ingredients used in producing pesticides sh;all

be subject to sections 2(p), 2(q)(1)(A). (C), (D),

(E}. (G). and (H), 2(q)(2)(A). (:)ét(cl(i] and-

i) and (D)7, and 8 of thi

[T
f,
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active ingredient used in producing a

- pesticide must bear a label or labeling,

- in English or in the language of the
fmporting country, which meets the -
requirements of FIFRA section 17(a)(1).
In addition, certain information which
will satisfy FIFRA sections 2(q){1)(E).
(G). and (H) and 2 (q)(2){A) and (D) must
also appear on the label or labeling so
‘as to provide bxhngua] (in other words,

in English and in the language of the . -
Importing country) informationto -~
y - anyone who handles or comes in contact
N - with these products. Any language in .
- which official government business i is

"predominately spoken language of the
- - country, is acceptable as the second
. language on the label.-- - -

Pursuant to Section 17(&)(1).
exported peshades. devices, and actxve
ingredients used in producing pesticides
must bear labels or labeling which: .

(a) bear EPA Establishment Numbers;

(b) have ingredient statements; -

* {c) have the name and edd.ress of the
producer or registrant; - -

. (d) have statements of net welght or -

" measure;

{e) if highly toxic, bear skull and
crossbones and statements of practical
treatment in case of poisoning;

{f) include wammg and caution . - )

3 atatements )
: . (g) do not make false representahons.
- (h) are not in imitation of other
- products; and
(i) in the case of unreglslered
. ppesticides, bear the statement “Not .
} . Registered for Use in the United States

of America.” All such reqmred
statements must be conspicuous and
readable.

To satisfy FIFRA sechon 2(q)[1)(E)
the labeling provisions set forth below
must appear in the English language and
in the language of the importing country.
. ‘This section specifies that required °
- statements must be represented *. . . in
. such terms as to render it likely to be

" read and understood by the ordinary
.~ ‘individual . . ."” Therefore, the following
+ information must appear bilingually on
exported product labeling: -

(a) the warning and caution_ - -- .. .
statements; - -

(b) the mgredxent statement R

(c) where required, the word “poison”

" {d) the statement “Not Registered for
Use in the United States of America.”:
The following may provide more -~
spemﬁc guidance on particular elements
which must appear on the label or - !
labeling of each exported product: .:
*  a. EPA Establishment Number. The
Establishment Number may appear. -,

- " _ Every exported pesﬁdde. device, and

conducted in the country or which is the -

. Applicators .

and the statement of practical treatment; .

anywhers on the label or ; immediate )
container in accordance with the . ..
-establishment registration labeling -
requirements set forth in 40 CFR ..
§ 162.10(f): -

- b Precautmna:y Statements. Warmng

_ .orcaution statements must be biligual -
- and must be adequate for the protection

of persons handling the pesticide, - - -
particularly with respect to general
toxicological hazardsand --- .
environmental, physical, or chemical -
hazards. Where the bilingual translation
is obviously inappropriate to protect
residents of the importing country, (for’

- example, where a label calls for a gas

mask meeting the specification of the
U.S. Bureau of Mines) an equivalent

.caition may be substituted. ... -

¢. Unregistered Products. Labels of -
pesticides which are not registered

- under FIFRA (See Products Sub/ect to

the Requirement for an

" Acknowledgement Statemént below)

must prominently display the followmg
statement: “Not Registered for Use in
the United States of America.” This.

. statement must appear bilingually, - -

d. Ingredient Statement. The .
ingredient statement must appear
bilingually unless the ingredients are
easily identifiable despite their being .

- listed in a foreign language. -

- e. Use Classification Statement. The
statement of use classification

" (Restricted Use Pesticide or General Use

Pesticide) must appear on the labeling of
the pesticide; however, summary
statements regarding the terms of the
restriction, e.g., “For retail sale to and _
application only by Certified
" are not required.

f. Identity of Parties. Name and .
address of the producer, registrant, or

‘person pmduced for must appear | in the o

labeling. -
8. Net Wezght. The net weight mnst
appear on the labeling in either

.conventional Enghsh units or metnc

units. :
h. Highly Toxlc Pesbczdes. i the

‘pesticide is highly toxic, the skull and

crossbones, the word “Poison”, and a
statement of practical treatment must
appear on the labeling. The word
“Poison” and the statement of practical -

- treatment ghall be blhngual. The skull

and crossbones may be in red or black.
For gmdance oh what pesticides are

.highly toxic, see 40 CFR § 162.10 (h).

The Agency is concernéd that labeling
required by FIFRA not conflict with -
labeling requirements of the importing
country. Such a situation might arise, for
example, where pesticides are being

" exported to a foreign country with strict -
labsling and registration laws such as
this country has. To avoid such potential
_~ conflicts, yet still meet the statutory. - -

"vlequu-ements of FIFRA, exporters may

use supplemental labeling. Pesticides,

devices, and active ingredients used in

geroducmg pesticides may, therefore,
ar a label with the appropriate

" information required by FIFRA section

17(a)(1) or may be accompanied by.
supplemental labeling in instances

_where FIFRA required labeling is in

contravention of foreign labeling
requirements. Supplemental labeling
may be attached to or accompany the

. product container or shipping container. - B

_IIL Foreign Purchnser Acknowled,gment
'Statemant o

Section 17 of FIFRA hes been further )
amended to provide as follows:
{a) Pesticides and Devices Intended for

Export.—Notwithstanding any other .
provision of this Act, no pesnmde or device

. or actve ingredient used in producing a

pesticide intended solely for export to any
foreign country shell be deemed in violation
of this Act— -

(2) In the case of any pesticide other than a
pesticide registered under section 3 er sold
under section 6(a)(1) of this Act, {f, prior to
export, the foreign purchaser has signed a
statement acknowledging that the purchaser
understands that such pesticide is not
registered for use in the United States and
cannot be sold in the United States under the .
Act. A copy of that statement shall be
transmitted to an appropriate official of the
government of the importing country. ..

" 'This notice also delineates what -
pesnmde products are affected by this
provision and procedures EPA believes
would satisfy the purposes of section
17(a)(2). :

- IV. Products Subject to the -

Requirements for an Acknowledgment
Statement

Many pesbcxdes which are produced :
in the United States solely for export
contain active ingredients that are also
registered as components of pesticides

used within the United States. However, =

the export formulations in many cases

" contain slightly different percentages of .

active ingredients and are labeled ;
differently. Several factors dictate these .
minor modifications in formulation and
. labeling, such as different systems of -
- measurement, pests to be controlled -

" which are different from those for which

the same or a similar pesticide product
is used in the United States, and ~

requirements for labelmg ina lansuage S

other than English.” ..
The Agency beheves that Congreee

" did not intend the requirement for ...

obfaining an acknowledgement . -- p
statement which is applicable to
“unregistered” pesticides to apply to

.products which are minor variations on

formulations registered in the United -

. States and which contain only active .-~
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ingredients which are registered in the
United States. Rather. it is the Agency's
view that the export amendments were
meant to apply in cases in which either
(1) an adverse decision concerning the
use of the pesticide in the United States
has been made, or (2) no decision has
been made concerning use of the ~ .
pesticide. The requirement for obtaining
,&n acknowledgement statement from a

forelgn purchaser will apply to pesbctde .

.products in which:

{a) The pesticide active mg,redxent has
been judged to pose “unreasonable
adverse effects” to man or the
environment, and the registrations of -
products with that active ingredient
have been cancelled or denied; or -

- (b) Either, (1) no assessment or no
conclusive assessment of the hazard .

* resulting from use of the pesticide has

been made by EPA (while the pesticide

" may have been used under limited

experimental or emergency conditions),
(2) the pesticide has never been .
registered under section 3 because
registration for the pesticide active
ingredient has not been sought or has
not yet been granted, or (3) the pesticide
is being exported for a use which is
substantially different from any
currently registered use of that pesnclde
{(e.g., a pesticide which is registered in
this country for use as a termiticide is
exported bearing directions for use on
food crops). :
Consequently, the Agency interprets
section 17(a)(2) to apply to: .
() All pesticide products which

. contain an active ingredient that is not

found in a federally registered product;
{(b) All pesticide products bearing

labeling for a use which is currently- -

subject to denial or cancellation of

+ registration (section 17(a}(2) will also

apply to uses not considered by the
Administrator during a cancellatlon or
denial determination); and ~ -

(c) All pesticide products which are
not similar in composition and use
‘pattern to a federally registered product.

To be considered similarin -

" - composition and use pattern, a pesticide -

product must contain only the same
ingredient or combination of active --
ingredients and must have the same -
category of toxicity as a federally
registered product. Also, the use pattern
must be similar to the use pattern of the
federally registered pesticide to which it
is being compared. Registrations -
-involving changes in use patterns such

. as changes from non-food to food use, -
outdoor to indoor use, terrestrial to_--.~ _

aquatic use, or non-domesticto -

. domestic use, are not considered to " :-’

qualify as similar use patterns. Pesticide
_uses which were never reviewed during

‘a cancellanon or demal of reglstranon

< determination (eucb asa pesticlde"use
- on a crop which is not grown in the -

United States) also do Dot quahfy asa
similar use. - -

. Pesticide products wlnch are sub]ect
to the requirements of section 17(a)(2)

must also bear the labe) statement, “Not.

Registered for Use in the United States
of America” stipulated by aectmn .
2(g)(1)(H) of this Act. - T
A pesticide product which hes been
registered under Section 24(c) of FIFRA

‘will be considered as registered for -~
_ purposes of this policy. A pesticide

product which may be legally used only
under an experimental use permit - -

" (Section 5) or an emergency exemption
{Section 18) will not be considered as -- -

federally registered. Nor will a pesticide

. product whose distribution and use are

legal in intrastate commerce because the
producer has filed an application for
federal registration in accordance with
the procedures found in 40 CFR § 162.17.
Technical grade and manufacturing use
pesticides which are not federally. . -
registered will be considered as
registered for purposes of this policy, if
they qualify as being similar in .

composition to a registered formulation -
use pesticide, (i.e., if the products have )

the same active mgredlents and
category of acute toxxclty] _

- LT e

_VProcedm‘es e

Section 17(a)(2) requires that before a

pesnclde which is not registered for use -

in the United States can be exported, the
foreign purchaser of the pesticide must

-acknowledge in writing that he

understands the registration status of
the pesticide and that the pesticide

cannot be sold in the United States. An -
. exporter of unregistered pestxcxdes must

have received the required ..
acknowledgement statement befare the
product is released for slupment. The
Agency feels that requiring exportem to
have in hand the purchaser :
acknowledgement statement before -
exportation takes place is the only way

-to assure that foreign purchasers comply

‘with these new FIFRA export _
requirements. The Agency recognizes °

" - that this requirement may cause some

disruption in the export of pesticides.
However, any sach delays will be :

. ~isited only upon exporters of - ~

unregistered pesticides, and then only
for the first shipment to'a foreigs -
purchaser, in a particular country,: -
annually. The information required on -

" the acknowledgement statement, along

.- with a certification signed bythe -

- exporter, must be transmitted to the - -
.Environmental Protection Agency within

seven days of receipt by the exporter, or
_ by the date of export, whichever occurs
" first. The certification must state that )

“acknowledgement statements to
- appropriate foreign officials through

the slupment did not-take place before
the exporter had the signed -
acknowledgemerit statement in hand.
The Agency will consider the receipt
of purchaser acknowledgement -
statements by local company .
representatives in foreign countries to
be receipt by the exporter. Nevertheless,

" the information required by the -

acknowledgement statement must still
be transmitted to EPA within seven
days of receipt, or by the date of export.
whichever occurs first.
Acknowledgement etetement.s may be
acquired at any time in advance of -
shipment. For example, an exporter that

" ships to the same foreign purchasers -

year after year may acquire at the -
beginning of a year all of the o
acknowledgement statements whnch are
anticipated to be needed.
_‘The Agency will transmit the-

the
Department of State. Statements will be
transmitted promptly after receipt. -

The Agency believes that the purpose
of the purchaser acknowledgement .
statement is to advise foreign . :
governments that pesticides which have
been judged by the United States to be
hazardous to human health o: the
environment, or pesticides for which no
hazard assessment has been made, are
being exported by U.S. producers to
their country. Foreign governments may
then use 'such information as they
desire, perhaps, for example, in
evaluating the risk of continued use of
the pesticide in that country versus the
benefits that pesticide provides. The
Agency does not consider that the-
acknowledgement statement is primarily
intended to serve as preshipment
notification to foreign governments in
order that they may intercept ehxpmente
of such pesticides. Nevertheless,

. because of the Agency's concern that

acknowledgement statements reach

* foreign governments in a ﬁ.mely manner, -

the information contained in the
acknowledgement statement will be -

-forwarded to foreign governments

promptly upon receipt by EPA. - ' _' e

As an information mechanism, the

-purchaser acknowledgement statement .

serves the purpose of alerting the foreign -

- government that a certain pesticide ia
“entering its country. The Agency © -

believes that the first notice fulfills this

‘purpose; repetitive notices would be of

only marginal value, and in cases of a .

high volume of exports to a foreign -~ = .

country, might result in a flood of paper,
After considering the administrative

.burdens placed on exporters, EPA, and
" foreign governments and the value of -

repetitive notices; the Agency has -~

~ concluded that each exporter ehoul(l -
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_complete and have signed a pﬁrcha;er

acknowledgement statement, for the -
first shipment of a particular product to -
a particular purchaser foreach -~ - -
importing country, annually. A shipment
of the same product to a different -

. -purchaser or to the same purchaser for

disposition to a different importing -
country would also triggerthe - -~
requirement for obtaining a signed -
acknowledgement statement from the
foreign purchaser. A second shipment, -

during the same calendar year, involving -

the same product, purchaser, and -.
fmporting country would not trigger this
requirement. Any changeinthe - - - -
variables—different purchaser, different

" . product, different importing country—

will result in the need for obtaining a ~
new purchaser acknowledgement -
statement. : . i
In summary, the procedures that an’
exporter of unregistered pesticides must
follow in obtaining and transmitting -
foreign purchaser acknowledgement -
statements are: - -
{a) The exporter must provide the
foreign purchaser with instructions
about the required information on an -
acknowledgement statement and inform

.. the foreign purchaser that shipment of

the pesticide cannot be undertaken
unless the exporter has received from
the foreign purchaser a properly

" completed, signed, and dated

acknowledgement statement; ~ - :
(b) The exporter must secure, prior to

shipment, an acknowledgement .

statement which contains the *

. information outlined in the Required:

Information section of this notice. Such

a statement must be secured for the first

purchase each year of a particular K

pesticide product by a foreign purchaser

destined for a particular country; . -
(c) The exporter must forward the

. information requiredon the =~ .- - -

acknowledgement statement, along with
the certification that exportation did not
take place until a signed . - - * . -

" acknowledgement statement was -

recelved, within seven (7) days of .
receipt, or by the date of exportation,
whichever occurs first, to the following
address: Environmental Protection
Agency, Pesticides and Toxic _~- ° .
Substances, Enforcement Division (EN-

DC 20460. - - - e o
Attention: Export Acknowledgement
Statement. . . e oLliouie

As previously stated, a foreign®-: ."
purchaser of a pesticide which is not
registered for use in the United States : .
must sign a statement acknowledging -
his understanding that the product is°

unregistered and cannot be sold in this-

N

" statement in which he acknowledges

B UL S U U A

-country. The Agency does not intend to

*. - prescribe a format for this -

acknowledgement statement. However,

* the statement must include the following
- information: - oo .

(a) Name and address of t-he.exﬁofter.

(b) Name and address of the foreign
“purchaser; . - g

{c) Name of the pmduct and the active

- ingredient and an indication that the .
" purchaser understands that the product

is not registered for use in the United
States; : T e ’

T {d) Dgsti-n;iﬁon c;f theexport ahipﬁ:ent.

if different than purchaser’s address;
{e) Signature of the foreign purchaser;
{f) Date of the foreign purchaser's -

B> S

 VIL Confidentiality <. 7

Persons submitting the infox:matidn -

specified in Part VI may assert a claim '

of business confidentiality by marking
this information as “FIFRA Confidential

. Business Information.” Information so
- marked will not be disclosed, with the

exception of disclosure to the foreign
government, except in accordance with
the procedures set forth in 40 CFR Part
2,7 USC 136h, and this policy statement.
! such claim is not asserted, EPA may
disclose the information to the public -
without providing notice of disclosure or
4n opportunity to object. .
Notwithstanding any claim of
confidentiality, the acknowledgement

- statement will be forwarded to the
" appropriate foreign government in its .

entirety as required by section 17.
VIIL Relationship to Other Statutory .

" Requirements .. . .

Producers of pesticides, devices, and -
active ingredients used in producing

pesticides which are intended for export

are subject to the establishment
registration procedures, including the
report requirements, as well as the ~
record keeping requirements of FIFRA.
The Agency has proposed amendments
to the regulations which are -
promulgated under the authority of
those parts of the Act (sections 7 and 8)
to bring them into conformity with the
newly amended FIFRA. These =~ -

- regulations are found at 40 CFR Part 167
" and Part 169, respectively. - - :

Pesticides, devices, and pesticide ™ ‘-

‘active ingredients for export are not -

considered to be in violation of FIFRA™
when produced according to the. o
directions of the foreign purchaser, ;= .

. 'when properly labeled and, in the case
. of unregistered pesticides, when the

foreign purchaser has signeda -

4

that be understands the registration .

status of the pesticide and the

R EER

has furwarded the statement to EPA.
%syorted pesticides, devices, and active

iugredients used in producing pesticides

which do not bear labels or labeling in
compliance with FIFRA section 17(a}(1)
will be considered to be misbranded.
Exporters of such products will be

- -subject to civil or criminal liabilities for .

violation of FIFRA sections 12(a)(1) (D)

.or (E}—misbranding. Exporters of -

unregistered pesticides will be subject to
civil or criminal liabilities for violation
«of FIFRA section 12(a)(1)(A)—selling or
distributing a pesticide which is not

registered—if they fail to secure, prior to’ )

export, & properly completed, signed,
and dated acknowledgement statement
from the foreign purchaser of the
pesticide. Falsification of the required

certification may subject an exporter to B

. sanctions under 18 U.S.C. 1001.
"Appendix A.—Significant Comments

and Responses

‘General Comments -

Comment No. 1. Applicability of
Rulemaking Procedures. Two =~
commenters stated that the Agency
should have implemented the export

- provisions of FIFRA through the

procedures established by the - -
Administrative Procedures Act for the
promulgation of “substantive” rules. The
Agency disagrees. As mentioned ’
previously, these requirements for
export labeling and purchaser
acknowledgement statements were
statutorily effective March 29, 1979, 180
days from enactment of the Federal
Pesticide Act of 1978. The law lists the
type of information required on an
exported pesticide’s labeling and the . -
legislative history makes it clear that

are to be transferred to foreign - .
governments in the same manner that  __
cancellation notices are furnished. The
Agency’s position, therefore, is that

- purchaser acknowledgement statements ~

there is no need for rulemaking but ** .

rather there is a need for a general ~ .
statement of policy on such matters as:

" (a) what would constitute minimally

acceptable labeling, {b) how such
labeling could be attachedor .- - - .-
accompany shipments, and (c) how . .

_foreign purchaser acknowledgement _ -

statements are to be transmitted to”
foreign governments. R
. Comment No. 2 Use of Suspended ° _.
and Cancelled Pesticides List. Another -
commenter suggested that foreign - - . -
countries can be adequately informed of
the hazards of U.S. manufactured - .
pesticides through an expansion of the
Suspended and Cancelled Pesticides

List. This is not the intended function of - -

“the Suspended and Cancelled Pesticides
exporter  List. That list constitutes only a guide

,
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for Government officials; it is not the .
final authority on the status of a given
pesticide. It is the intent of Congress .
that the procedures that are followed for
notifying foreign governments of the
suspension or cancellation of pesticides
be those which are also used to inform
. them that an unregistered pesticide will
be entering their country. Therefore, the
- channel of communication described in
. this policy is derived from the - -
procedures already used to notify :. . -
forelgn governments of major - ..
suspension or cancellation actions. - ..
- Comment No. 8. Scope of the FIFRA
Section 17 Requirements. A number of
-commenters addressed the definition

contained in this policy statement of an _

unregistered pesticide. The Agency -

-agrees that clarification on this point is ..

necessary. It is not EPA's intent to limit
export of a.chemical if it is properly

labeled and the exporter complies with
the procedures for obtainingand " * °

" transmitting to EPA a properly executed

acknowledgement statement. A more
. detailed explanation of which products
will be regarded as unregistered for the
purposes of this policy has been given.
. One commenter objected to including
products with denied or cancelled uses
and products with different composition
. or use patterns with products which" -
. contained no registered active =
ingredient. In drafting this policy
statement, EPA adopted a broad
interpretation of the registration status

" . of a pesticide.

The Agency could have required
exporters of all pesticide products that
were not registered under section 3 to
acquire an acknowledgement statement
from the foreign purchaser. The effect of
this would be that an acknowledgement
statement would have been required for

the overwhelming majority of exported ~

- pesticides since most exports differ
slightly in formulation or directions for

- use from the U.S. registered product, or
the labels are written in a foreign =~ -
language. The EPA clearly stated in the

", proposed policy statement that in its

view Congress did not intend that .

. exported products with minor variations

- -from EPA registered pesticides be
subject to the export notification
procedures. However, products with
cancelled uses or with substantial "

" differences in composition oruse ~..."
patterns cannot be considered products
.. with minor variations. The Agency must,
_therefore, reject this comment..” .. *

- ..~ Comment No. 4. Status of Certam'

~ Unregistered Pesticides. One commenter
suggested that experimental use ’

; products be treated as registered - : .
products; another commenter thought _ - *

. that products with temporary tolerances

- shoﬂd be considered as if they were

registered. Since registration data for -
such products are not complete, it has
-consistently been Agency policy to treat

" experimental use products and products

.with temporary tolerances as
unregistered products. Products which
bear registrations under section 24(c) of
FIFRA will, bowever, be treated as
registered products. Products undergoing
Rebuttable Presumption Against .
Registration will be considered in -

by one commenter that those pesticides
which were registered by a foreign
country should not be subject to the .
requirement for an acknowledgement -
statement. In order to adequately - *~
enforce a policy which took this e
approach, the EPA would have to -
evaluate the internal registration
protedures conducted by other countries

-and to regulate exports based upon the
_policies of the importing country. Thus'_.

EPA policy would be different for
similar shipments going to different
countries. The Agency rejects this -
comment. Not only woulditbe = ~ ~ :
administratively difficult to operate such

. an export program, but such a policy

fails to recognize the point of having the
acknowledgement statement: To inform
foreign governments of the US. -
registration status of a pesticide.
Comment No. 5. Non-Commercial
Exportation. Another commenter
requested clarification on the
application of the notice provision to *
pesticides which are exported without a
commercial transaction. There are two
possible categories of products to which
this comment might apply: the first -

. would be small amounts of pesticide

exported for research purposes only; the
second would be large shipments . -
exported to a foreign establishment of
the domestic company which

- manufactures it. Research quantities are

subject to the labeling rules of this . _
policy but not to the acknowledgement
statement requirement. Large shipments
transferred from a domestic facility to a
foreign facility of the same company will
be treated in accordance with their U.S.
registration status. That is, if the product

" is registered (in dccordance with the use .

of that term in this policy), no - -
acknowledgement statement is required;
if the product is not registered; an _.. -
acknowledgement statement will be " " -

required. : T : 0 T I
Comment No. 8. Technicaland .. . -

Multiple Use Chemicals. Some . . .. . -

. commenters asked for clarification of -

the impact of this policy upon

Il

formulated and technical grade products

and multi-use products. Formulated and

.- Comment No. 7. Use of Bllmgual B
.Labeling. A number of commenters - -

technical grade products which are
subject to FIFRA are subject to this .
_policy. The label on the exported
product must comply with section 17 of
FIFRA. A multi-use product for which no
pesticide claims are made and which is
not an active ingredient in any pesticide
product in the United States is not . _-
subject to this policy, even if itis -
subsequently processed into a pesticide ~ -
in another country. , .. . .

“accordance with their registration status - T20¢.28 Comments
- -.at the time of export. It was suggested

stated that the law did not require .

" bilingual labeling. The law states that an

exported pesticides, device, or pesticide °
-active ingredient must bear labeling in
conformance with FIFRA section
2(q)(1)(E). The FIFRA states in section
ff(:q)(l)[E)_thgt a pesticide is misbranded

Any w;)"rd. statement, or other information
required by or under authority of this Act to

* appear on the label or labeling is not .

prominently placed thereon . . . insuch
terms as to render jt Likely to be read and .
understood by the ordinary individual under *
customary conditions of purchase and use;
{Emphasis added.) TS e

" The EPA interprets this passage to . -
apply to ordinary individuals in the
importing country as well as in the . -
United States. Thus, the bilingual
requirements are meant to communicate
some basic information about the
product to as many handlers of the |
pesticide as possible. International -~
symbols, suggested by one commenter, _
could not adequately communicate all
the required label elements, although
they may be used in addition to the
required wording. Commenters asked
for guidance regarding EPA’'s - ..
enforcement of the bilingual requirement
in two specific instances: when the
importing country has several official .
dialects, or when English is an official_
government language. Any language in

- which official government business is -
" commonly conducted in the country, or

which is the predominately spoken ..
language of the country, is acceptable as
the second language on the label If -:...
English is one of these languages, thena
bilingual label is optional, except s ...
may be required by the importing .-
country. One commenter asked if a

translation of the U:S. label would be S

satisfactory. Such a label would be > . -
acceptable if the necessary elements
?ppeareld both in English and in the * -
oreign language: - .:;-.- . ..oz
Comment No. 8. Foreign Labeling -’
Requirements. Several commenters :--
asked about the application of this -- ..
policy to labels which comply with the -

.la.ws of the Mpprﬁng country. It is not
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the intention of this policy to supersede .

the labeling requirements of foreign.
governments. However, FIFRA now
requires that exported pesticides,
devices, and pesticide active ingredients
bear certain minimal labeling. If the
labeling which currently appears on
exported pesticides does not meet the
minimum requirements, even

- though it may meet the foreign country's

requirements, additional labeling must .
be added to satisfy U.S. law. R
Comment No. 9. Supplemental .
Labeling. Several commenters suggested
that supplemental labeling be liberally

allowed. The Agency intends to be as - -

flexible as possible in this respect.
Exporters will be permitted to use a
variety of types of labeling to comply -
with the FIFRA export requirements.
The Agency's principal interest will be
to ascertain that products to which this
policy applies bear labels or labeling

which, taken together, conform to the o

" FIFRA section 17(a)(1) requirements.
Comment No. 10. Establishment
Numbers. One commenter requested the

- option of substituting another code for

the EPA Establishment Number on the -
label. The Act clearly requires that an
Establishment Number appear on the
label. The Agency must reject this
suggestion since permitting other means
of identifying the production ’
establishment would negate the
usefulness of such numbers.

—_ Comment No. 11. Restricted Use
Pesticides. Several commenters
requested guidance on label
requirements for exported restricted use

pesticides. If the product is a restricted -

- use pesticide, then the statement
*“Restricted Use Pestitide” must appear
on the label or labeling. The N
supplementary statement of the terms
and conditions of restriction is not -
required.

: K ' AMoMment Sfatpment

Comment No. 12. Prior Possession of
Acknowledgement Statements. A .
number of commenters questioned the
requirement that the acknowledgement

- " statements be in the exporter's )
s~ * : ~possession before shipment of the .

pesticide can take place. Other -
commenters stated that in their opinion
foreign importers, through oversight or
bureaucratic inefficiency, will not -
comply with the acknowledgement -

statement requjrement. In the proposed .

policy statement, the Agency clearly
recognized the problem of non- ¢ -

- compliance by foreign importers. For
this precise reason; EPA must reject the -
contention that acknowledgement -
statements should not be required to be
in the exporter's control before shipment
can take place. A more liberal o

e

interpretation of what constitutes
receipt of the acknowledgement
statements has been provided in the .
final policy statement to facilitate
compliance. One commenter suggested
that a signed acknowledgement in the
bands of a local company representative

be considered a receipt by the exporter. -

The Agency agrees that this would be
acceptable so long as the information
required on the acknowledgement
statement is sent to EPA within the
stated time period. If a company
anticipates several orders in a year, the
acknowledgement statements may be

-obtained in advance of the actual order.

One commenter stated that the )
requirement that acknowledgement
statements be sent to EPA within seven

~days of receipt by the exporter was too.

restrictive. This commenter suggested. -

- that transmittal of the acknowledgement

statement should be tied to the date of
shipment. The Agency disagrees. Where
possible, acknowledgement statements
will be sent to foreign governments as
far in advance of shipment as possible.

- This will provide the government some .
time to review the information received.

The Agency feels more timely .
notification will occur if transmittal of
the acknowledgement statement is tied
to date of receipt. ’

Comment No. 13. Certifications. Some
commenters objected to filing, along
with the acknowledgement statement, a
certification that the order was not '
shipped before the acknowledgement
statement was received. The Agency
believes that a certification statement is
necessary. While some monitoring of
compliance will be through inspection of
required books and records, a )
certification requirement will serve to
remind exporters that shipment must
wait until the acknowledgement

. statement has been received.

Comment No. 14. Destination of  ~~

" Shipment. One commenter suggested .

that there was no need to include in the
acknowledgement statement the
destination of the export shipment, if
different than the purchaser's address.
This comment is rejected because
without this information the Agency
would be unable to determine if the = _ -
labeling complied with the bilingual -
requirements nor would it know the
proper place to send the . .
acknowledgement statement.
Comment No. 15. Annual Reporting.
Several commenters stated that the

requirement that a new SR

acknowledgement statement be .

acquired each year that a particular N

product is exported is overly . . -

burdensome. They point out that the law
" .requires an acknowledgement statement "

“only once per country, not once per

country, per year. The Agency must
reject this comment. Although FIFRA is
not clear on this point, the law seems to
indicate that an acknowledgement -
statement should be acquired for each
export shipment of an unregistered

pesticide. It is the Agency's position that -

imposing such a requirement would be a
burden for all parties concerned—

. exporters, importers, and the U.S.

Government, as well as foreign
governments—beyond any regulatory
purpose it may serve. The requirement
to send an acknowledgement statement
once per year, which is similar to that

. being considered under the Toxic

Substances Contro] Act, is not overly
burdensome, and yet accomplishes the' ~
purpose of regular notification to foreign
governments. N ’

Comment No. 16. Notification of
Foreign Governments. Several -

commenters questioned the procedure

for notifying foreign governments. It was
* suggested that either the foreign -
" purchaser or the exporter should

directly notify the foreign government.
The EPA rejects this proposal. First, it
would be difficult, if not impossible, for
the Agency to monitor compliance under

. such a procedure. Second, as previously

explained, the procedure for -
transmitting acknowledgement
statements parallels that of the
notification of foreign governments of
suspended or cancelled registrations. It
is the understanding of the Agency that -
such a procedure, namely government-
to-government contact, was the intent of
Congress. . .

Comment No. 17. Problems with
Importing Countries. Two commenters.
suggested that the policy be different for
socialist or communist countries. These
commenters cited their experience
exporting pesticides to these countries ™

where the “importer” is an agency of the

government. These import agencies are

said by the commenters to be staffed by - '
“very conservative bureaucrats who are

reluctant to sign unusual requests. As
has been discussed earlier, it is not the

_ intent of this Agency to write a different

export policy for different countries.
However, should numerous problems
‘arise with any particular country, the”
Agency will work with industry and the
Department of State to solve them.
PR Doc. 20-22065 Filed 7-25-60: sgam] -
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-ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 152, 153, 155, 156, 157,
162, 163, 164, 165, 166, 167, 168, 169,
170, 171, 172, 173 and 180 .

{OPP-170001; FRL 3630-3)

Pesticide Export Policy Review

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed policy statement.

SUMMARY: EPA is proposing to revise its
pesticide export policies, and invites
public review and comment on its
proposals. EPA has undertaken a
comprehensive review of its pesticide
export policy and has examined: EPA's
international notice transmittal system;
the program to ensure exporters’
compliance with regulatory
requirements; the notification system's
compatibility with international
procedures; the confidential nature of
information collected on pesticide
exports; other international pesticide
activities and their relationship to the
Agency's goals in this area. This review
has led EPA to propose changes in its
existing export policies. EPA expects
these changes to result in a program
more responsive to the concerns of the
U.S. public, international organizations,
and representatives-of other countries .
about international trade in and use of
- pesticides. :

DATES: Comments on the proposed
revisions must be received on or before
May 14, 1990. -

ADORESSES: Submit written comments,

bearing the identification number GPP~ °

170001, by mail to: Public Docket Field
Operations Division (H7506C), Office of
Pesticide Programs, U.S. Environmental
Protection Agency, Washington, DC
20460 U.S.A. In person, deliver
comments to: Rm.248, CM #2 1921

- Jefferson Davis Highway, Arlington,
Virginia.

Information submitted in any
comment concerning the proposal may
be claimed to be confidential by
marking any or all of that information as
“Confidential Business Information”
(CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2. A
copy of the comment that does rot
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice to the submitier.
Comments will be available for public
inspection in room 246 at the address
given above, from 8 a.m. to 4 p.m..

Monday through Friday, except fegal
bolidays. . . o

FOR FURTHER INFORMATION CONTACT: By
mail: Cathleen Mcinerney Barnes -
(Project Coordinator), Office of Pesticide
Programs, H7501C, U.S. Environmental
Protection Agency, Washington, DC
20460 U.S.A. Office Location: CM #2,
Rm. 1115, 1921 Jefferson-Davis Highway,
Arlington, Virginia. Telephone: 703-557~
7102. Facsimile: 703-557-8244 Telex:
202-382-7883.

SUPPLEMENTARY INFORMATION: This
Notice containing EPA’s propased
revisions to its pesticide export policy
has six units. Unit I gives background
information, including a profile of
pesticide exports from the United States,
the legal authority for regulating exports
and establishing a notification system,
EPA’s 1980 policy statement under the
Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA), previous
evaluations of the system, and reasons
for the current review. Unit I describes
the goals and objectives of the EPA’s
international activities program in the
pesticide area. Unit Il summarizes the
proposed statement of policy for FIFRA
section 17(a), which relates to the -
requirements for pesticide-products

-exported from the United States; the full

statement of the FIFRA section 17{a)
policy is being published separately
elsewhere in this Federal Register. Unit
IV proposes revisions to policies under
FIFRA section 17(b), which relates to
world-wide notifications of EPA’s-
regulatory actions affecting pesticides.
Unit V reviews the confidentiality of
export information. Unit VI describes
EPA’s FIFRA section 17(d) policy
activities, related to international-
pesticide projects and programs in .
which EPA is engaged. .

‘L Background

A. Global Pesticide Market; Exports
From United States; Pesticide Usage;
Agricultural Imports -
EPA estimates that 4.2 to 4.5 billion
pounds of conventional pesticides
(measured as active ingredients) are
produced and used in the world
annually. About three fourths of this (3.4
billion pounds) is used for agricultural
purposes. The remainder (about 1.1
billion pounds) is used for non-
agricultural purposes. The United States,
along with other industrialized countries

. such as West Germany and the United.

Kingdom. is a major exporter of
pesticides. In 1988, the United States
exported approximately 450 million
pounds of active ingredient pesticides:
this figure represents approximately 30
percent of overall U.S. pesticide
production, and approximately 10

‘percent of the total world pesticide
consumption, not including wood
preservatives or disinfectants. Figures

.~ cempiled by the Department of

Commerce place the value of U:S.
pesticide exports at almost $1.7 billion
for 1988. )

The United States is also a major
importer of agricultural commodities. In
general, imports comprise about 15
percent of total U.S. agricultural product
consumption. For cerlain items—cofiee,
bananas and cocoa, for example—
imports are a much higher percentage of
the total U.S. consumption. Pesticides
are used in the production of many of
the imported food commodities that
Americans consume.

As a major exporter of pesticides, and
8 major importer of pesticide treated
foods, the United States has a great
interest in ensuring that pesticides are
-used responsibly throughout the world.
FIFRA gives EPA specific authority to
enact programs designed to address

- issues concerning international pesticide
use.

B. Legal Authority

Provisions of FIFRA section 17
concerning imports and exports of
- pesticides were first enacted in the
Federal Environmental Pesticide Control
Act of 1972 (Pub.L. 92-516) which
amended FIFRA. The provisions for

export notification (section 17(a}) were °

edded in amendments to FIFRA through
the Federa)-Pesticide Act of 1978, on
September 30. 1978 (Pub.L. 95-395).

“Currently, section 17 reflects an active
but somewhat limited role for EPA in the
export of pesticides. The primary
emphasis of this section is on the
provision of information by EPA to
foreign governments. Section 17 of
FIFRA currently mandates two systems
of notification: a notice to the
government of an importing country of
the export of unregistered pesticides
{section 17(a)(2)) and a notice to all
countries of certain regulatory control
actions taken by EPA (section 17(b)). In
addition, the statute {section 17(d})
directs EPA to participate in
internationa! efforts in pesticide
research and regulation.

1. FIFRA section 17(a). FIFRA section
17{a) provides as follows:

(a) Pesticides and Devices Intended for
Export—Notwithstanding any other
provision of this Act, no pesticide or device
or active ingredient used in producing a
pesticide intended solely for export 10 any
forcign country shall be deemed in violation
of this Act- R

(1) when prepared or packed according to
the spedifications ar directions of the foreign

purchaser, except that producers of such
pesticides and devices and active ingredionts

.
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used:in:producing pesticides shall be subject
to sections.2(p¥-2{q)(1).(A). (C). (D). (EL (G).
and (H), 2(q}(2} (A), (B). (C) (i) and (iii}. and
(D). 7, and'8.0f this‘Act; and

(2) in the casé of any pesticide other than a
pesticide registered under section 3 or sold
under section 6{a){1) of this Act, if, prior to
export; the foreign purchaser has signed a
statement acknowledging that the purchaser
understands that such pesticide is not
registered for use in the United States and
cannot be sold in the United States under this
Act. A copy of that statement shall be
transmitted to an appropriate official of the
government of the importing country.

2. FIFRA section 17(b). FIFRA section
17(b) provides as follows:

{b) Cancellation Notices Furnished to
Foreign Governments.—\Vhenever a
registration, or a cancellation or suspension
of the registration of a pesticide becomes
effective, or ceases to be effective, the
Administrator ghall transmit through the
State Department notification thereof to the
governments of other countries and to
appropriate international agencies. Such
notification shall, upon request, include all
information related to the cancellation or
suspension of the registration of the pesticide
and information conceming other pesticides
that are registered under section 3 of this Act
and that could be used in lieu of such
pesticide.

3. FIFRA section 17(d). FIFRA section
17{d) provides as follows:

{d) Cooperation in International Efforts.—
The Administrator shall, in cooperation with
the Department of State and any other
appropriate Federal agency. participate and.
cooperate in any international efforts to
develop improved pesticide research and
regulations.

C. Evaluations of Systems

Over the past few years, EPA has
taken steps to assess the effectiveness
of its notification programs under both
FIFRA sections 17 (a} and (b). -

1. Evaluation in Africa: 1984. In june
1984 an EPA official conducted research
in Kenya, Senegal and Zambia on the
effectiveness of EPA’s programs for
export notices and notices of control
actions. At that time, none of the
governments interviewed had received
these types of notices from foreign
governments other then the United
States. During the 1984 review, the
African officials indicated that they
gave considerable weight to the
regulatory decisions of EPA, and that
they wished to be notified when
pesticides imported from the United
States were not approved by EPA. The
EPA reviewer concluded that the
nolification systems were potentially
valuable but were less effective than
they could be because of difficulties in
the notice transmittal process and in
notice clarity. The reviewer indicated
that even minor charges in the system

could greatly enhance the utility of the
notices to the other governments. Many
of the improvements recommended,
such as providing instructions to
embassies and improving the content of
the control action notices, were
implemented by EPA.

It is important to note that when this
research was conducted, the African
officials in charge of pesticides had few
sources of information about the
importation and use of pesticides in
their countries. They welcomed the U.S.
notifications as a principal source of
information about pesticide imports.

2. Evaluation in Latin America: 1987.
In August of 1987, EPA, in cooperation
with the Organization of American
States {OAS), conducted another
evaluation of the U.S. notification
systems and issued a report entitied,
“Trade of Toxic Products: U.S.
Notification Process.and its Functioning
in Selected Latin American and
Caribbean Countries.” The study was
conducted to determine the types of
information which would best suit the
needs of the importing country and to
evaluate the efficacy of procedures then
in use by EPA in its notification
processes. The study, like the one
conducted in Africa, addressed both the
FIFRA section 17(a) notices of export
and section 17(b) notices of control
action.

While noting problems in the notice
transmittal process, many of the
government officials who were
interviewed questioned the ultimate
effectiveness of any type of notification..

as a means of adequately addressing the -

problems of pesticide use in developing
countries. Most government officials
Jndicated that they would prefer to rely

++~ upon their own registration systems as

the primary means of determining which

" pesticides should be used in their own

country. They also emphasized that for
any notification system to be useful, it
had.to supplement a domestic regulatory

- control program, and it had to relate to

exports from all countries, rather than a
select few. These points confirmed
EPA's findings in the 1984 African
evaluation.

The repart concluded that while there
were deficiencies in the U.S. natification
systems, improving the notification
system would not solve all of the ~
problems related to pesticide use in the
importing countries. The report
recommended that issues concernirg
pesticide use and misuse in developing
countries be addressed
comprehensively, and that the United
States consider providing information
and assistance in many forms. It
concluded that many countries need
assistance in providing training and

education to pesticide users and the
public about the dangers involved with
pesticide use, and about the best
methods of applying pesticides to
minimize risk. Finally, the report
concluded that many countries nced
assistance in developing their own
regulatory programs, so that they can
properly regulate all pesticides used in
their country, not just those that are
imported pesticides.

At the time of the report, EPA did not
act to change its notification system.
International discussions were
underway to revise international
notification systems, and the U.S.
Congress was contemplating legislative
changes, as well. EPA decided to wait
until agreement was reached on other
international systems before amending
its own system. However, to address the
problems identified in the 1984 and 1987
studies. EPA has offered technical
advice and training to countries
requesting agsistance on pesticide
issues. In particular, EPA has helped
developing nations which often lack
governmenial programs to regulate
pesticides.

3. UN. Food and Agriculture
Organization (FAO) Review: 1988. At
the end of 1986, FAO circulated a
questionnaire to all member
governments on the implemeéntation of
the International Code of Conduct on
the Distribution and Use of Pesticides.
By the end of 1988, 115 countries had
responded (73 percent). The

- questiénnaire addressed each article of

the Code and was designed to evaluate:
the status of implementation of the
concepts of the Code.

Of particular interest for EPA's export
policy were questions directed to Article
9, “Information Exchange,” which
directs member governments to
implement notification systems for
control actions and exports of banned or
severely restricted pesticides. According
to an FAOQ analysis of the responses, 39
of 93 developing countries did not
receive information on banned or
severely restricted pesticides which’
were in international trade. Those which
did receive notice were asked to name
countries which provided such
information. The country most often
named was the United States.

Importantly, 83 percent (57 of 21) of
the developing countries reported that
they did not have internal systems in
place to process data on pesticides prior
to importation. These responses reaffirm
EPA’s conclusion that improving
notification procedures is not enough.
Deaveloping countries need help in
establishing pesticide regulatory
programs in order to understand 2nd
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pesticides.
D. Reasons For This Review

1. Congressional oversight. In April
1989, the General Accounting Office
issued a report to the Chairman of the
Environment, Energy, and Natural
Resources Subcommittee, Committee on
Government Operations, of the U.S.
House of Representatives, entitled,
PESTICIDES: Export of Unregistered
Pesticides is not Adequately Monitored
by EPA (GAO/RCED-89-128). GAO
identified problems in EPA's monitoring
program regarding the section 17(a)
export notification requirement and
reported that foreign countries were not
adequately notified on pesticides of U.S.
concern pursuant to section 17(b). GAO
recommended to the EPA Administrator
that EPA take actions to strengthen its
oversight of pesticide exports, including
(1) monitoring compliance with export
notification requirements; (2} changing
its enforcement policy concerning the
export of unregistered pesticides under
section 17(a); and (3) developing criteria
and procedures to improve preparation
and issuance of section 17(b) notices of
control actions, specifically addressing
the issue of what constitutes a
“significant action” on a pesticide.

Subsequently, on May 3, 1989, the
Environment, Energy,-and Natural
Resources Subcommittee, held a hearing
on the topic of pesticide exports. In
addition to the issues raised in the GAO
report, the Subcommittee requested that
EPA officials address trends in U.S.
pesticide production and exports; EPA's
performance and policies relating to the
implementation, monitoring, and
enforcement of section 17 of FIFRA;
EPA's responsibilities under the Federal
Food, Drug and Cosmetic Act (FFDCA)
to establish pesticide tolerances
{maximum level of pesticide residue
permitted on food or feed) and efforts by
EPA to assist the Food and Drug
Administration (FDA) and the U.S.
Department of Agriculture {USDA) in -
the identification of potentially
adulterated food imports; U.S.
involvement in international discussions
relating to the Prior Informed Consent.
(PIC) concept; and EPA efforts to
provide technical assistance to foreign
countries. .

EPA officials testified at the hearing
that EPA’s implementation of the
notification procedures needed
improvement and agreed to review its
program and propose alternatives that
would be more effective in
communicating to other governments the
potential risks associated with certain
pesticides. EPA also indicated it had
already concluded that notification

systems alone would not resolve the
types of problems associated with the
use of pesticides in developing countries
and therefore had concentrated its
limited resources on providing technical
assistance. This export policy review

- was initiated at the conclusion of that

hearing.

2. Health and environmental
concerns. EPA has also undertaken this
review in response to a growing concern
among the public about the contribution
of American made pesticides to health
and environmental problems in the
developing world. EPA, too. is
concerned about the quality of the
global environment and about the public
health around the world, and believes
that it is appropriate to reexamine its
policies to see how it can better address
these concerns.

Some segments of the American
public have expressed the view that the
United States should not permit the
export of pesticides that are prohibited
for domestic use. Representatives of
some developing countries have
expressed similar views at international
meetings but no international consensus
exists on this issue. EPA has based its
existing policies, in part, on a number of
premises. First, controlling the export of
products from our country alone will not
completely resolve the problems
associated with pesticide misuse in
developing countries. The United States
is not the only country from which
pesticide products are exported. Many
countries, including those in the
developing world, have manufacturing
capabilities to produce and export the
same pesticide products that have been
banried or severely restricted in the
United States or other industrialized
countries. Second, EPA regulatory
decisions are based upon risk benefit
criteria for the United States, - which may
differ in other countries. And third, EPA
believes that it may be more effective to
concentrate on controlling the use of
pesticide products, and assuring the
availability of quality products to those
wishing to use them, rather than
categorically banning certain classes of
U.S. pesticides from international trade.

The public has also expressed
concern about the possibility of
importing foods which may contain
illegal residues of pesticides that can no
longer be used here. This threat has
been characterized as a “circle of
poison.” The perception is widespread
that pesticides banned for use in the
United States, but exported to
developing countries, are returned to the
United States in the form of illegal
residues on imported foods. The U.S.

Government has several programs in
place to address this concern.

Under the Federal Food, Drug, and
Cosmetic Act (FFDCA), EPA is
responsible for setting tolerances
(maximum permissible residue levels)
for pesticides in or on food and feed
crops. While these tolerances are
established by EPA, the U.S. Food and
Drug Administration is responsible for
enforcing tolerances through
surveillance monitoring. FDA monitors
all food and feed crops, except for
poultry and meat which are the
responsibility of the United States
Department of Agriculture (USDA).

The monitoring program consists of
the collection of samples from individual
lots of domestically produced and
imported foods and an analysis of those
samples for pesticide residues. The
analytical methods used to measuré the
residues are generally capable of
determining levels well below tolerance
values. When residues in violation of
tolerance levels are found in domestic
samples, various sanctions such as
seizure or injunction may be initiated.
When violations are found in import
samples, shipments may be detained at
the port of entry.

When a shipment of an imported food
from a particular grower or shipper is
found to contain illega) pesticide
residues, FDA may invoke automatic
detention for future shipments of the
food from that same source. While
automatic detention is in effect, the

importer is responsible for having each

shipment of the commodity in question
analyzed and certified by a private
laboratory to be free of violative levels
of the specific residue(s) in question.
FDA frequently cooperates with states
and foreign governments in its
monitoring program.

The most recent statistics on FDA
monitoring activities, which were
compiled for Fiscal Year 1988 {October
1, 1987, through September 30, 1988},
show that 18,114 samples were analyzed
for pesticide residues. The analytical
methods applied allowed detection of
256 separate pesticides. Imported foods

A represented greater than 57 percent of

the total number of samples analyzed
(or a total of 10,475 import samples
analyzed). Of the imported samples
analyzed. 62 percent had no detectable
residues, less than 1 percent had over-
tolerance residues, and 5 percent had
residues of pesticides for which there
are no tolerancesfor the particular
pesticide/commodity combination. In
cases where no tolerance existed. or
where residues were over-tolerance,
appropriate action was initiated.
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In the past few years, FDA has placed
an increased emphasis on the
monitoring of imported foods. The
results of this monitoring demonstrate
that the dietary iritakes of pesticide
residues from the consumption of
imported products are well below the
standards set by EPA and international
organizations such as FAO and the
World Health Organization (WHO)

Additionally. EPA has in place a
program to revoke tolerances when a
pesticide’s registration for a food or feed
use is cancelled because of safety
concerns. Revoking tolerances would
likely discourage misuse as well as
discourage persons in other countries
from exporting, to the United States,
foods bearing residues of pesticides
which have been cancelled in the Uniled
States. When a notice of intent to cancel
a pesticide is published, EPA’s practice
i3 to simultaneously publish a proposed
tolerance revocation notice and, if
possible, a notice proposing the
establishment of action levels. Action
levels are temporary replacement levels
for tolerances which are recommended
to FDA for enforcement purposes. They
are usually lower than the tolerance
they replace, to reflect residues
presently occurring in food and feed
commodities. Action levels are set
because some pesticides are persistent
in the environment and residues may be
present in raw agricultural commodities,
processed foods, and feeds for a )
significant time period. despite cessation
of use on such commodities. As a
cancelled pesticide dissipates from the
environment, EPA’'s policy is to
periodically review and lower action -
levels. Details on the procedures for

converting tolerances to action levels .~

are described in EPA’s “Policy -
Statement on Revocation of Tolerances
for Cancelled Pesticides,” {47 FR 42956,
September 29, 1982).

The quality and safety of the
American food supply is a high prierity
for EPA. EPA is reexamining its
activities and policies to see if there are
changes which might increase the
certainty that imported foods comply
with U.S. safety standards. Specifically,
EPA is evaluating the effectiveness of
the tolerance program under FFDCA
sections 408 and 409 and has
established a workgroup which is
considering the compatibility of U.S.
tolerances with those of the Codex
Alimentarius Commission, a joint
program of the FAQ and World Health
Organization which establishes
international food safety standards.

In addition, EPA is considering the
ieasibility of providing additional
technical assistance and training in the

regulation of pesticides to countries
from which the United States imports a
significant percentage of its agricultural
produce in order to ensure the quality
and safety of our imported foods. The
criteria for targeting such technical
assistance and training might include
the amount and type of produce
exported to the United States, the
sophistication of that country’s pesticide
regulatory control program, the types of
pesticides used on exported
commodities, and whether the country
has requested any assistance.

3. Intemational activities—prior
informed consent (PIC]. Another reason
for this review of export policy is to
bring U.S. activities into conformity with
recently developed intemational
procedures concerning international
notifications related to pesticides and
other industrial chemicals. EPA seeks, to
the extent possible, to make its domestic
regulatory requirements consistent with
the approach taken internationally, in
order to enhance its effectiveness and to
avoid any duplication of effort.

In 1989, the FAQO and the UN.
Environment Programme (UNEP) jointly
adopted procedures, known as Prior
Informed Consent, for trade in
pesticides and industrial chemicals
which have been banned or severely
restricted to augment their existing
guidelines for notification and
information exchange. The United
States was a strong supporter and
proponent of these PIC procedures. In
summary, the PIC procedures require . .
that countries banning or severely
restricting a pesticide for health or
environmental reasons {including

“voluntary withdrawals and refusal to

grant first registration when these
actions are taken for health or
environmental reasons) notify the FAO/
UNEP joint program. FAO will manage
the procedures for pesticides, while
UNEP will manage the program for
industrial chemicals. FAO will transmit
notice of the pesticide action and the
reasons for the action to pesticide
importing countries along with
information which will assist them in
deciding whether or not to continue the
importation and use of the pesticide in
their country.

Those importing countries which have
chosen to participate in this procedure
are obligated to advise the international
organization as to whether they wish to
continue to import and use the pesticide
freely, whether they wish no further
imports at all, or whether they wish
imports to continue under specific
conditions (e.g.. only specific
formulations or only for specific uses).
The PIC procedure also provides a

mechanism for the importing country to
request further information and
technical assistance in reaching e
determination.

The PIC procedures call for exporting
governments, such as the United States,
to take appropriate measures, within
their aunthority and legislative
competence, designed to ensure that
exports do not occur contrary to the
decisions of participating importing
countries. The United States intends to
implement these provisions to the extent
possible under its current legistative
authority.

With regard to ensuring that the
exporting industry complies with the
decisions of the importing country, EPA,
which fully supports PIC, will need to
work with industry, state governments
and other gectors of the public to
develop monitoring methods for
shipments. The Agency is interested in
the concept of industry compliance with
the PIC program through self-policing.
EPA welcomes ideas that the public may
have regarding self-auditing techniques
fer industry, as well as any experiences
it may have with monitoring similar
export programs.

11. Agency Goals For Internatianal
Pesticide Activities

EPA has established goals for its
international pesticide activities, and
will evaluate its policies and activities
in relation to those goals. EPA's
principal goal is to improve the
protection of the public health and the
environment from unreasonable adverse
effects of pesticides, both in the United
States and throughout the world.
Secordarily, EPA intends to facilitate
international trade, particularly in
agricultural commodities, through the
harmonization of U.S. and international
standards. In pursuing this goal, the
Agency will ensure that its
harmonization efforts support its efforts
to protect public health and the
environment. EPA intends to take
actions:

1. To protect the American consumer
from illegal residues of pesticides on
imported food products.

2. To encourage international
organizations to adopt standards
consistent with those of the United
States and to harmonize U.S.
approaches with those of other
governments.

3. To inform other governments about
pesticides and to assist other-
governments in the development of their
own regulatory infrastructure to enable
them to protect their public’'s health and
environment.
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4 To benefit from the work of other

ty governments’ regulatory bodies by

receiving and utilizing information on
their regulatory actions.

These four areas of activity are
discussed in Unit VI of this Notice. In
summary, the U.S. government is
committed to assisting other countries in
the development and implementation of
programs to assure safe pesticide use, to
ensuring that residues on commodities
which are imported into the United "
States do not exceed acceptable levels
and to sharing the information and
technical expertise necessary to
accomplish these objectives.

111. FIFRA Section 17(a) Policies
A. 1980 Policy Statement

On July 28, 1980 {45 FR 50274), EPA
issued, after public review and -
comment, a Policy Statement which
informed pesticide exporters of their
obligations with respect to labeling,
recordkeeping, and reporting under
section 17(a). These obligations are that
pesticides, devices, and active
ingredients used in producing pesticides
which are intended solely for export
must be labeled to identify the product
and its manufacturer and to provide
such instructions as may be necessary
to protect persons who come in contact
with the product. Certain of the label
items must be written in both English
and the language of the importing
country. If the pesticide is unregistered,
the pesticide label must state, “Not
Registered for Use in the United States

. of America.”

In addition, exporters of pest1c1de3
which are not registered in the United
States must obtain a statement from the
foreign purchaser, in which the -
purchaser acknowledges the registration
status of the product. Upon receipt of
the statement—referred to as the
purchaser acknowledgement—from the
exporter, EPA must send this statement
to an appropriate official of the
govemment of the importing country.
EPA requires that the exporter certlfy to
EPA that shipment did not occur prior to
the exporter's receipt of the purchaser-
acknowledgement. When notifying other
governments, EPA sends the information

through the U.S. embassy in the country

of import. The information that the
government of the importing country
receives includes: the name of the
pesticide product and its active
ingredient; a brief indication of its
regulatory status in the United States:
the name and address of the U.S. -
exporter; and the name and address of
the importer. The notice also includes
the name and address of an EPA official
who can answer questions and provide

the government of the importing country
with additional information.

Since repeated notices would not
necessarily enhance their utility to
receiving countries, EPA also
determined that submission of a
purchaser acknowledgement should
only be required on an annual basis for
the first shipment by an exporter to a
particular purchaser for each importing
country. Currently, EPA does not require
export notification for those
unregistered pesticides which EPA has
determined are substantially similar in
composition and use to registered
products. EPA chose this approach
because EPA believed that such
notifications would be of little or no use
to the receiving country and that such
notices might be so numerous that they
would lessen the impact of any other
notifications dealing with serious health
and safety concerns. In addition, this
approach reduces the burden of both
EPA and the parties receiving the
notices.

B. Summary of Proposed Policy Changes

Elsewhere in the Federal Register
today, EPA is proposing changes to the
1980 Policy Statement. This section
summarizes those changes: EPA
encourages interested parties to refer to
that document for the details of the
proposal

During the summer of 1989, EPA
conducted a number of inspections of
establishments which produce and
export unregistered pestxcnde products
to determine how the current policy was
working and what changes needed to be
made to better implement section 17.
The inspections resulted in useful
information in several areas,
particularly related to exporter claims
that their unregistered products were
“substantially similar to registered
products in composition and use” and
therefore exempt from section 17(a){2}
requirements. EPA found the claim
difficult to validate due to lack-of
supporting documentation. These
investigations also showed that many of
the exported unregistered products are
for research and development purposes,
which led EPA to consider this category
of products specifically in the review of
the current policy.

EPA is proposing to modify or
eliminate its existing exemption for the
purchaser acknowledgement
requirement for products which are
identical or substantially similar to
currently registered pesticides. If the
exemption is retained, EPA is proposing
that the burden of substantiating the
claim remain with the exporter, and that
any similarity claims be supported by
documentation. EPA is considering

whether such documentation must be
maintained in records which are made
available to EPA, or its representative,
upon request, or submitted in a report to
EPA.

Second, EPA determined that
additional clarification was needed
regarding the applicability of the section
17(a)(1) and 17(a)(2) requirements to
research and development pesticide
products. The proposed guidance will
include specific working definitions
concerning the product's intended
research use, and a requirement for
affirming such intended use by the
exporter in order to exempt such -
research and development pesticides.

Third, EPA is proposing to require
purchaser acknowledgement statements
be written in English, the language of the
purchaser’s country, and, if diferent, the
language of the destination country. so
that the foreign purchasers, and the
foreign governments that receive the
statements, are more likely to
understand their contents and
significance. EPA is also proposing that
the country of final destination be
identified, i.e., the intended country of
use. so that the statements are not just
directed to the country of persons acting
as intermediaries between the exporter
and the end users. EPA is also proposing
to begin to send notices directly to
regulatory officials in these countries.
The identification of designated national
authorities for the FAO PIC procedure
will provide an appropriate recipient for
this purpose.

Fourth, EPA is proposing to clarify the
applicability of the section 17(a}{1)
policy as compared to that of section
17(a)(2). It is EPA's view that the
requirements of section 17(a)(1) apply to
all exported pesticides, whether or not
they fall within the scope of a
requirement for the purchaser
acknowledgement statement
requirements of section 17(a)(2). And
fifth, EPA is examining its present policy
of requiring annual submissions, rather
than submissions on a per shipment
basing and is inviting comment on this
issue.

EPA is also proposing clarification of
the labeling requirements concerning the
ingredient statements for unregistered
pesticides claiming exemption because
of similarity to already registered
pesticides. The label for the unregistered
pesticide must be as similar as possible
to the labels of the registered products.
in order to improve comparability of
labels on exported pesticides 10 those of
U.S. registered products. To ensure that
the foreign purchaser understands its
content, EPA is also Froposing to require
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that certain label statements be
multilingual.

IV. FIFRA Section 17(b) Policy

EPA invites comment on a proposed
revision to its policy concerning
notification of foreign governments of
selected regulatory actions affecting the
registration of pesticide products in the
United States. Such notifications are
required by section 17(b) of FIFRA.
Since the major objective of this review
is to improve the utility of the
notification process to recipients, EPA
particularly welcomes comments from
foreign governments.

A. EPA'S 1975 Notice

EPA has interpreted the section 17(b)
requirement to apply to “information
having international significance.” The
criteria to be used in making this
interpretation were issued in a Federal
Register notice in 1975 (40 FR 20987,
May 14, 1975). In that notice, EPA
indicated that notices to foreign
governments would be sent under two
conditions:

(1) Whenever the Agency registers,
under the authority of section 3, a
pesticide that contains any new active
ingredient or entails a new use.

(2) When cancellation or suspension
of a pesticide becomes effective and is
determined to be of international
significance.

In the latter instance, EPA indicated that
such determinations would be made by
applying general guidance on a case-by-
case basis.

EPA went on to indicate what type of
action would be considered to be of
international significance: actions
resulting from a review of the pesticide;
actions resulting from findings of risk;
actions resulling from decisions to -

“reduce or revoke tolerances under the

Federal Food, Drug and Cosmetic Act;
actions involving issuance of a new
policy applicable to the entire pesticide
industry; and actions which may have
widespread environmental, economic or
political implications.

B. Current Practice

Since 1975, EPA has transmitted
section 17(b) notices whenever it has
taken a significant regulatory action,
such as a cancellation or suspension of
a registration based on the finding that
the pesticide’s risks outweigh its
benefits. For example, EPA notified
foreign governments of the emergency
suspension of dinoseb due to the
potential for serious reproductive effects
among workers exposed. EPA has also
issued notices for significant voluntary
actions. For example, EPA transmitted a
notice concerning the voluntary

agrecment by the registrant to halt the
sale of daminozide (Alar), a plant
growth regulator shown to be
carcinogenic in laboratory animals.

EPA, thus far, has not transmitted
notices for the registration of a new
pesticide or new use pattern. EPA has
generally limited the notifications to
cancellations or suspensions undertaken
for health or environmental reasons, and
to selected actions which place
significant restrictions on a pesticide's
use, usually at the conclusion of a
Special Review. The section 17(b)
notices, as currently designed. describe
the regulatory action taken, discuss in
general the health or environmental
concerns which prompted the action,
and offer to provide additional
information upon request. The notices
are fairly brief, about three pages in
length, and are expressed in language
that is intended to be easily understood
by people who may not be familiar with
the U.S. pesticide regulatory program.

Under the current system, EPA’s
Office of Pesticide Programs prepares a
notice, and through the EPA Office of
International Activities, sends it to the
Department of State for transmittal to
other governments. The State
Department transmits a cable to all
diplomatic posts, directing the embassy
to inform the host government of the
information in the cable. The embassy
then contacts an appropriate
government office in the host country
and informs the office of the information
contained in the cable. Each embassy -
may handle the notification differently,
depending upon individual

» circumstances. Some notify the

Environment Ministry, some inform the
Agricultural Ministry, while others may
inform the Foreign Ministry which then
in turn is expected to inform the
pesticide regulatory body. Some
embassies may simply provide a copy of
the cable, some may set up a meeting to
discuss the notice, while others may
prepare a formal diplomatic
communique to transmit the
information. )

EPA has determined that revisions to
its international notification system are
warranted, based on a comprehensive
review of the system’s effectiveness.
The development of a final policy will
benefit greatly from public comment on
several key areas: the scope of the
international transmittals; the frequency
of transmittal and content of the
notifications: and the transmittal
process itself. Each is discussed
elsewhere in this Federal Register,
together with the options considered
and the proposed revisions.

C. Scope of Notification

1. Types of Regulatory Decisions.
Every year EPA takes a large number of
different types of regulatory actions
affecting pesticide products. These
actions encompass both routine, non-
controversial decisions, as well as
regulatory actions that involve highly
contentious issues and those which
address serious concerns about public
health and environmental risks. Listed
below are the actions on pesticide
products which could be subject to the
section 17{b) notification requirement,
as well as actions that are not covered
by section 17(b) but may be of
international interest.

a. Cancellations and Suspensions:

1. Final suspensions/cancellations as
a result of the potential to cause
unreasonable adverse effects {sections
6(b) and 6(c))- .

2. Proposed suspensions/cancellations
(sections 6(b) and 6(c)).

3. Final cancellation for failure of a
registrant to meet conditions imposed at
the time of registration, usually the
submission of certain required data
(section 6(e)).

4. Voluntary cancellations (section
6(f).

5. Voluntary withdrawls.

6. Cancellations for failure to pay the
fees required to.reregister a pesticide or
maintain a registration (section 4).

7. Cancellations resulting from other
reregistration activity under section 4.

8. Suspensions for failure to submit
data required by EPA after initial
registration {section 3(c)(2)(B)}).

9. Suspensions for failure to pay the
fees required to reregister a pesticide or
maintain a registration (section 4).

b. Registrations and Denial Decisions:

1. Registrations of the first use of an
active ingredient {(new chemicals).

2. First food use registrations of an
active ingredient.

3. First registrations of other
significant new uses of an active
ingredient (e.g.. first indoor use, first
aquatic use, etc.).

4. Registrations or amendments to
registration involving uses similar to
already registered uses of an active
ingredient (known as me-too
registrations).

5. Registration of pesticides which are
substitutes for cancelled or suspended
products.

6. Denial of registration for health or
environmental safety reasons.

c. Tolerances actions: B

1. Establishment of a new tolerance.

2. Exemption from a tolerance.

3. Revocation of an old tolerance.

4. Change in tolerance.
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- . d. Reregistrations Decisions
(concerning status of existing pesticides
and uses): .

1. Reregistration—issuance of a
reregistration document outlining the
conditions a registrant must meet in
order to reregister a pesticide product.

2. Other reregistration decisions
making health or environmental
findings.

Read literally, section 17(b) could
require thousands of notifications
annually-——every time EPA amended a
registration, cancelled a registration for
failure to pay maintenance fees, or
cancelled a registration at the request of
a registrant. In the 1975 Notice, EPA
noted that the legislative history of
section 17(b) indicates that notices
should serve some useful purpose. EPA
went on to conclude that it would not
serve a useful purpose to transmit
notices for all of the actions which could
fall within the scope of the requirement
and, in fact, that notification of routine
actions would likely lessen the impact of
information having international
significance. This interpretation has
guided EPA in its decisions to transmit
notices.

2. Factors. While agreeing that
expansion of the notification system is
appropriate, a number of factors must be
considered when determining which
regulatory actions should be subject to
the notification requirement, and in
determining in which manner the
information should be transmitted.
Among the factors to be considered are:
EPA’s legislative requirements; EPA’s
policy goals for international pesticide
activities; the need for consistency with
international activities; the value of the
information to the recipient; and
competing demands on EPA’s and other
agencies' resources. )

a. Legislative mandate. Section 17(b)
specifies that, “Whenever a registration
or a cancellation or suspension of the
registration of a pesticide becomes
effective, the Administrator shall
transmit through the State Department,
notification * * *."” EPA believes that
the language of this requirement may be
interpreted in a number of ways,
especially when read with the intent of
Congress to provide meaningful
information to other countries (S. Rep.
No. 82-1540, 92d Cong. 2d Sess. at 33
(1972)). EPA has determined that it is
appropriate to limit section 17(b)
notifications to those that will be of
benefit to the recipient countries.

b. Goals of EPA. As part of its
international activities program, the
section 17(b) notification system should
further EPA's international goals. Thus,
the scope of the notification system
must cover actions which may have an

effect on the safety of the American
food supply as well as on the potential
effects of a pesticide’s use in a foreign
country. If the United States informs
other governments about pesticides it -
has regulated or about the establishment
of new tolerances, those governments
may use that information to ensure that
food exported to the United States
complies with U.S. regulations.

c. Consistency with international
activities. Although the implementation
details of the PIC procedure are not yet
resolved, it appears that the following
types of U.S. actions will require PIC
notification:

1. Final suspensions/cancellations for
health or environmental reasons
(sections 6(b} and 6{c)).

2. Voluntary cancellations for health
or environmental reasons (section 6{f)).

3. Refusal or denial of registration for
health or environmental reasons
(section 3(c){6)). -

FAO is continuing to define the
specifics of the system's
implementation. Specifically, working
with UNEP's International Registry for
Potentially Toxic Chemicals {IRPTC),
FAO is developing PIC decision
guidance documents, an initial list of
pesticides to be included inthe systems,
and the guidelines for selecting actions
on pesticides which are appropriate for
inclusion in the PIC procedure. EPA will
take this information into account in the
development of its new export policy
and procedures discussed here and
elsewhere in the Federal Register notice
for section 17(a). :

d. Value to recipient. Clearly.
messages about U.S. actions on
pesticides should be of use to the
recipient. Section 17(b) notices should
be as informative as possible and relay
summaries of regulatory actions of
concern to other countries. EPA now has
reason to believe that other
governments are interested in many
regulatory actions for which EPA has
not issued notices in the past, actions
which would not necessarily be deemed
to be of “international significance.” At
numerous international meetings and in
correspondence with EPA,
representatives of other governments
have expressed an interest in obtaining
more information about EPA activities.
They have indicated that they need to
know more about the U.S. pesticide
regulatory process to aid in making
decisions about the application of
pesticides and to develop or enhance
their own regulatory programs.

The section 17{b) notification system,
however, is neither the only nor always
the most appropriate means of
conveying information about the US.
pesticide program to other countries.

EPA considers that its involvement in
technical assistance and training
activities with other governments have
been of great benefit and that its
notification system should complement
these activities. EPA must determine
what kinds of information will be
conveyed most effectively through the
section 17(b) notification system versus
other means of providing information.
e. Agency resources. EPA must also
consider the most effective way to
achieve its goals of protecting the health
and safety of people and the
environment world-wide within the
context of its existing resourcés and
those of other agencies involved in these
activities. Any expansion of notification
activities will entail additional
resources, and may lessen the resources
available for domestic regulatory
programs or other international

. pesticide activities.

However, expansion of the
notification program could also enhance
other EPA international education and
training programs (described in Unit VI
of this notice) and make overall -
resource expenditure more effective. For
example, if EPA were to transmit
notices regarding tolerances to food and
feed exporting nations, it could help
improve the record of compliance with
U.S. tolerances on food products
exported to the United States. Further,
as EPA forwards information about
pes/u'cides which have been removed
from the U.S. pesticide market for health
or environmental reasons, EPA’s efforts
to promote the safe use of pesticides are
enhanced. In sum, EPA wishes to
distribute the resources available for
pesticide export related activities so as
to provide foreign countries with
sufficient and prompt notification of
important U.S. regulatory actions
without compromising EPA’s ability to
conduct supplemental technical
assistance and training programs.

3. Options. The options for issuing
section 17(b) notices range from
maintaining the status quo, to issuing
notices for a larger number of selected
regulatory actions, to issuing notices for
all regulatory actions.

a. Notices selected and issued using
current case-by-case approach. EPA has
issued section 17(b) notices on major
regulatory actions whenever EPA has
considered it to be important to
international welfare. Other
governments have-informed EPA that
the notices currently transmitted on
suspensions and cancellations are very
useful for decision-making and are
appreciated. The international
community has also indicated, however,
that they would be interested in
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receiving these notices more often.
Although this expression may indicate a
misperception that EPA suspends or
cancels pesticides for health or safety
reasons more often than it does, it is
clear that many governments are
interested in more routine information
about U.S pesticide actions than the
current system provides.

Notification of suspensions and
cancellations on a case-by-case basis
has been adequate only for informing
the world of the most significant
pesticide regulatory decisions that EPA
has made. EPA believes that a broader
and more consistent notification system
will do more to aid foreign countries in
using pesticides safely and in complying
with U.S. pesticide regulations when
exporting foods to the United States.

b. Notices for selected subset of
regulatory actions. EPA's assessment of
its own and other international
notification systems indicates that the
international community is primarily
interested in receiving notices of actions
taken because of health or )
environmental concerns. In light of
EPA's goal of providing technical
assistance and training to other
countries so that they may develop or
improve their own pesticide regulatory
programs, EPA sees merit in expanding
its notification system to cover all
actions taken for health or
environmental safety reasons and major

actions which affect the availability of a

pesticide active ingredient or affect
FFDCA tolerances and, thus, pesticide
use. Such an expansion would broaden -
the scope of the system to cover all
actions thought to be of interest to the

international community, and is ¥

consistent with EPA’s international ,
goals. Routine, administrative actions of
little interest to other countries, such as
minor changes in registrations or
cancellations for failure to meet
reregistration requirements {e.g.. fees or
submissions of data), would not require
international notices, but could certainly
be transmitted when EPA believed it to
be of interest, or made available upon
request. :

c. Notices for all regulatory actions.
While it is clear from the discussions
EPA has had with other governments
that more information would be
considered helpful, EPA believes that it
must use some discretion in sending
natices world-wide. The effect of
sending notices for every single action
EPA takes may be to confuse or
overwhelm other countries with
information that may not always be
relevant to the use or regulation of -
pesticides in these countries. For
instance, individual notices about the

recent cancellations of about 15,000
registrations resulting only from the
failure to pay the new registration
maintenance fee would probably not be
of international interest or utility.
Similarly, a notice concerning the
registration of a use pattern which is
similar to one already registered is not
critical information.

Further, as noted previously, sending
notices for every action would mean
preparing and transmitting thousands of
notices annually, an enormous and
impractical use of resources. EPA
believes that expanding the notification
system to cover virtually all pesticide
actions is neither a realistic nor an
effective option. Other governments
have also indicated that they are not
interested in learning about EPA's
decisions to approve minor registration
changes.

d. Notices required under
international procedures. The
international PIC notification
procedures specifically call for
notification on: pesticides which are
banned or severely restricted for health
or environmental reasons by final
government actions, including refusals

- to register and voluntary withdrawals

for health or environmental reasons.
This limited set of actions was selected
by members of international
organizations because of an overriding
interest in health and environmental
risks and to prevent overloading the
transmittal system with information of
minor value. EPA agrees that téo much-
information would not be of value, and
could detract from the importance of
notices about health or environmental
risks. However, it appears that
governments are also interested in many
U.S. regulatory activities beyond the
scope of the international system, and
EPA interprets section 17(b) as
permitting notice of certain actions that
would not be covered by the ;
internationally agreed procedures.

4. Proposal. The subset of regulatory
actions subject to international
transmittal should include all actions
taken on the basis of health and
environmental criteria so that foreign
countries receive adequate information
about pesticide risks. Countries should
also be notified of all major actions
which affect pesticide use, including
actions which eliminate all registrations
for an active ingredient or substantially
change a pesticide tolerance. It is
important for countries to be notified of
these actions because removal of an
active ingredient from the U.S. market or
tolerance revocations may mean that
other countries will no longer wish to
use the pesticide or that they will no

longer be able to export, to the United
States, foods that have been treated
with certain active ingredient. Further.
foreign countries need to be made aware
that active ingredients that have lost
their U.S. registration will not go through
EPA'’s reregistration review and thus,
EPA will not be conducting any new
health or environmental reviews of the
pesticide.

International notification is not
needed for those actions which are of an
administrative or routine nature and not
associated with significant health or
environmental risks. Therefore, EPA is
proposing that section 17(b) type notices
should be transmitted to other
governments on the actions listed
below. EPA welcomes comments on this
proposal.

a. Section 17(b) type notices should be
transmitted for: .

1. Final suspensions/cancellations as
a result of the potential to cause
unreasonable adverse effects (sections
6(b) and 6{c)).

2. Proposed suspensions/cancellations
{sections 6(b) and 6(c)).

3. Denial of a tolerance following a
formal finding that risks outweigh the
benefits.

4. Denial of an application to register
a product following a formal finding that
the risks outweigh the benefits. .

5. Voluntary cancellations made for
health or environmental reasons
(section 6(f)).

6. Voluntary withdrawals made for
health or environmental reasons.-

7. Reregistration actions—issuance of
a reregistration decision document
(section 4(g)(2)).

8. The establishment of a new
tolerance or an exemption from a
tolerance, revocation of a tolerance or
exemption, or amendment of a
tolerance. )

9. All registrations of a new active
ingredient and (if different) the first food
use registration of an active ingredient.

10. All other actions which eliminate
all or virtually all registrations for an
active ingredient including:

i. Final cancellations for failure of a
registrant to meet conditions of
registration.

ii. Voluntary cancellations.

iii. Cancellations for failure to pay the
fee required to reregister or maintain
registration of a pesticide.

iv. Cancellations resulting from othier
activity under FIFRA section 4.

b. No section 17(b}) Notices would be
prepared on a routine basis for:

1. Registrations of each significant
new use of a pesticide.
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2 Registrations of uses similar to

- existing registered uses (known as me-

istrations).
tog.rg’js;ensions] for failure to submit
data under FIFRA section 3(c)(2)(B)
unless they result in the elimination of
all or virtually all uses of an active
ingredient.

4. Cancellations/Suspensions that do
not result in elimination of the
registration of all or virtually all uses of
the active ingredient or are not taken for
health and environmental reasons (e.g.
voluntary cancellation of a product by a
company because of insufficient funds
or unwillingness to meet data -
requirements for reregistration).

D. Timing And Frequency

The timing of a section 17(b} notice
should depend on the potential effect of
the action taken. Actions based on
health or environmental risks or other
considerations vary in their degree of
significance. An international
announcement of the emergency
suspension of a pesticide should
obviously be transmitted as soon as
possible, preferably at the same time the
annouhcement is made domestically.
Actions of lesser significance such as
the establishment of new tolerances,
exemptions or changes in tolerances or
exemptions, which happen quite
frequently, could be transmitted at a
later time, or even consolidated into
periodic summaries.

Currently, EPA sends notices of
control actions within a few weeks of

. the domestic announcement of the

regulatory action. The notice is sent
once, and never repeated. EPA's current -
practice is not entirely consistent with
notification procedures adopted by
international organizations. These
procedures recommend that notices of
control actions be retransmitted or at
least referenced in export notices.

1. Options. Options for the timing and
frequency of transmittal of international
notices include:

a. To send a notice soon after an
action is taken for every action that
meets EPA’s internationa!l notification
criteria, and never repeat them.

b. To send notices dealing with urgent
health and environmental concerns
immediately and prepare an annual
report that repeats these notices and
lists all the less urgent actions taken
during the year that meet EPA’s
international notification criteria.

¢. Transmit all notices as soon as
possible after an action is taken. Given
the expansion of the notification system
that EPA is proposing, it would be
impractical and unnecessary to forward
an individual notice immediately after
an action was taken for every action

that meets EPA's proposed notification
criteria. All of the additional notices
EPA plans to send would make this
approach too burdensome and would
not result in great benefit to the
recipients.

d. Transmit notices on major health
and environmental actions immediately;
compile and transmit notices for all
actions annually; and include copies of
notices with all transmittals of
purchaser acknowledgement statements
for pesticides banned in the United
States. As previously indicated, those
notices of actions about pesticides
which pose great potential for health or
environmental harm should be
transmitted as quickly as possible,
ideally at the same time announcements
are made domestically. Other notices,
which are of interest but which do not -
require immediate attention, should be
compiled and sent annually. Preparing
an annual report on all actions, both
major and minor, would conserve EPA
resources (compared with issuance of a
separate notice immediately after each
action), would give recipients a more
comprehensive view of U.S. pesticide
actions, and would likely be more
effective in that it would reserve
immediate transmission for those
actions which carry the highest risk
implications. Including copies of these
notices along with purchaser
acknowledgement statements for
banned pesticides would ensure that
those purchasing the U.S. banned
pesticides would have information on
the basis of the U.S. action.

2. Proposal. EPA believes that in light
of the proposed expansion of the section

*17(b) notification system, the best option

for the timing and frequency of
transmission of notices is to transmit as
quickly as possible notices for major
actions based on health or
environmental considerations. and then
repeat them at the end of the year. A
compilation of all actions determined as
warranting notice should be transmitted
annually. Notices should also be
included with purchaser
acknowledgement statements of banned
pesticides. The types of notices subject
to transmittal, and the timing of the
notice are listed below.

a. Transmit notice as soon as possible
after the action is taken for:

1. Final suspensions/canceliations as
a result of the potential to cause
unreasonable adverse effects (sections
6(b) and 6(c)).

2. Proposed suspensions/cancellations
(sections 6(b) and 6{c)).

3. Denial of a tolerance following a
formal finding that risks outweigh the
benefits.

4. Denial of an application to register
a product following a formal finding that
the risks outweigh the benefits. _

. Voluntary cancellations made for ;
health or environmental reasons :
(section G(f}). ;

6. Voluntary withdrawals made for
health or environmental reasons.

These actions would also be repeated
in the annual compilation and for
cancelled pesticides, notices would be
forwarded with purchaser
acknowledgement statements required
under section 17{a).

b. Transmit an annual notice for:

1. Reregistration actions—issuance of
a reregistration decision document
{section 4(g)(2)).

2. The establishment of a new
toleranceor an exemption from a
tolerance, revocation of a tolerance or
exemption, or amendment of a
tolerance.

3. All registrations of a new active
ingredient and (if different) the first food
use registration of an active ingredient.

4. All other actions which eliminate
all or virtually all registrations for an
active ingredient including:

i. Final cancellations for failure of a
registrant to meet conditions of
registration.

ii. Voluntary cancellations.

iii. Cancellations for failure to pay the
fee required to reregister or maintain
registration of a pesticide.

iv. Cancellations resulting from other
activity under FIFRA section 4.

E. Content of Notices

Current notices include a summary of -
the action taken, the health or
environmental reasons prompting the
action, the legislative and regulatory
background for the action, and the
concerns prompting the action. They
conclude by offering additional
information upon request, generally in
the form of a Technical Support
Document or a Fact Sheet.

EPA believes that while, generally, the
content of the current notices is
adequate for major actions taken for
health or environmental reasons, these -
notices could be improved. Responses
from other governments to EPA’s notices
Lave been mixed. Some governments
have indicated that the notices are
helpful, while others have indicated that
the notices are hard to understand. EPA
is seeking public comment on the kinds
of information which should be included
in the notices and the appropriate
format, particularly for the anaual notice
that will include listings of actions taken
during a calendar year. EPA intends to
comply with recommendations for
formats made by international
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organizatiorns when revising the EPA
notices.

F. Transmittal Process

As described previously, the
Department of State, through its
embassies in other countries, is

“currently responsible for sending sectior

17(b) notices to foreign governments. In
practice, this has proved to be a tinre
consuming and somewhat ineffective
process. Al of the cables that the State
Department transmits must be ordered
in terms of priority, and information
about domestic regulatory actions is
usually of a lower prierity than
diplomatic activities. Further, embassies
often lack sufficient staff to forward the
notices quickly and to the appropriate
government officials in the receiving
countries. This process often delays
receipt by foreign governments of
information about U.S. pesticide
regulatory actions.

EPA and the State Department believe:
that the teansmittal precess would be
improved if the notices were transmitted
directly from EPA to other governments.
Therefore, the State: Departmeént has
agreed that EPA should transmit notices
directly while keeping the Department
informed about such communications.
EPA will provide the Department with
copies of the notices. This agreement
meets the Congressional intent of
communicating with other governments
while not overburdening formal
diplomatic channets with technical
information.

EPA plans to forward certain notices
to FAQ, in accordance with the PIC
procedures. Farther; some notices will
be sent to countries both from the
United States and from FAOQ. As a result
such procedures will provide greater
assurance that the notices will be
received by appropriate officials. EPA
welcomes comments on its plan to
transmit notices directly, with copies
forwarded to the Stafe Department.

V. Confidentiality
A. Background

In conjunction with its effort to
strengthen compliance with
requirements of gection 17(a}, EPA is
reviewing its policy concerning,
confidential treatment of information
reported in foreign purchaser
acknowledgement statements.

The proposed policy statement on
section 17(a) published elsewhere in
ioday's Federal Register indicates that
the following information would be
included i purchaser acknowledgement
stalements submitted to EPA:

1. Name and address of the exporter.

2. Name and address of the foreign
purchaser.

3. Name of the product and the active
ingredient.

4. Statement that indicates that the
foreign purchaser understands that the
product is not registered for use in the
United States and carmot be sold in the
United States.

5. Country of final destination of the
export shipment. i.e.. where the
exported pesticide is intended to be
used, if different from the foreign
purchaser's address.

6. Signature of the foreign purchaser.

7. Date of the foreign purchaser’s
signature.

In the past, EPA has treated
information submitted in purchaser
acknowledgement statements as
confidential within: the meaning of its.
regulations on business confidentiality
at 40 CFR part 2, subpart B, when such
information has been claimed as
confidential by the exporter.

The proposed policy statement on
section 17(aJ clarifies that cerfain
information contained in purchaser
acknowledgement statements will not
be entitled to confidential treatment.
Specifically, the fact that an exporter
has submitted a notice of export under
section 17(a) for a given pesticide is a
matter of public record and will not be
granted confidentiality. This is based on
the disclosure requirements of section 7
of FIFRA, as explained in EPA’s Federal
Register notice of fanuary 12, 1990 (FR)
Also, active ingredients of such
exported pesticides are public
information in accordance. with the
labeling requirements of section 17{a}.

~Therefore, Units V.A. 2 and 3 of this
* notice will not be considered

confidential.

B. Proposal .

EPA is proposing te issue a class
determination under 40 CFR 2.207
concerning the confidentiakity of country
of final destination as reported on
purchaser acknowledgement statements.
Under its regulations on business
confidentiality, EPA may issue & elass
determiration where information is of a
similar nature and can therefore be:

treated similarly for all submittals. Some~

exporters have claimed destimation
country as confidential when submitting
the required acknowledgement
statement. They have substantiated
their claims by asserting that disclosure
of such information concerning their
international markets would adversely
affect their position by providing

competitive advantage to ether pesticide

exporters.
EPA’s research and inquiries,
however, suggest that destination

information on enregistered pesticides is
already a matter of public record. Some
countries, for example, publish lists
identifying monthly pesticide imports,
including information on the name or
type of pesticide, the exporting cemtry
and the exporting company. Other
countries make such information
available on request.

Also widely available is information
on international markets for particular
pesticides. There is widespread
advertising by United States exporters

_ on billboards and in stores in foreign

countries for pesticides sold in those
countries but not registered in the
United States. Similar advertising
appears in domestic and foreign
publications. There also exist
compilations for pesticides and their
regulatory status throughout the world,
such as a volume published jointly by
the Agricultural Requisites Scheme for
Asia and the Pacific and the
International Co-operation Centre for
Agricultural Research and Development.

In addition, considerable information
on pesticide exports is available from
private publishers at a cost which is
high but not prohibitively so for
pesticide manufacturers. Por example;
Battelle publishes “Wosld Pesticide
Programme" reports which previde
detailed information on pesticide use in
foreign countries. "Agrow World Crep
Protection News™ offers market planning
and development information and lists:
pesticides registered in various
countries.

Finally, the Port import/Export
Reporting Service (PIERS) database of
the Journal of Commerce provides
extensive information on all pesticide
shipments leaving the United States.
Information available ta customers of
PIERS includes commodity exported.
manufacturer or shipper, destination
and quantity. (Manufacturer or skipper:
name is sometimes deleted but ean
usually be discerned from the other
information reported } Based on the
foregoing, EPA believes that destination
information on anregistered pesticides
generally is not maintained in
confidence and is in fact publicly
available. Further, markets for particular
pesticides in foreign countries appear to-
be widely known. Therefore, disclosure
of country of final destination as
reported under section 17{a) would not
seem likely to cause substantial
competitive harm to the exporter.

EPA requests public comment on its
proposal to issue a class determination
which would find that country of final
destination in foreign purchaser
acknowledgement statements under
section 17{a) is not entitled to
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'i_:onﬁdential treatment. EPA also

requests comment on whether a similar
determination should be made for
information identifying the foreign
purchaser.

V1. FIFRA Section 17(d) Activities

Although FIFRA section 17(d) does
not mandate any specific regulatory
program, EPA relies on it as the
statutory authority for its international
activities. This is consistent with the
legislative history of this paragraph
which indicates a strong Congressional
desire for EPA to participate in
international efforts to develop
improved pesticide research and
regulations. (S. Rep. No. 92-838, 92nd
Cong. 2nd Sess. at 28 (1972)., H.Rep. No.
92-511, 92nd Cong. 1st Sess. at 27
(1971)). In addition, this section provides
authority to support the U.S.
participation in activities to develop
infrastructure and provide technical
assistance to pesticide importing
developing countries as well as those
countries which use pesticides and
export agricultural commodities to the
United States.

EPA has undertaken a number of
technical assistance activities under
section 17(d) of FIFRA which are
designed to achieve the goals and
objectives of EPA’s international
pesticide activities: to protect the quality
of imported food: to harmonize U.S. and
international standards; to support
environmental protection in other
countries; and to obtain information
from other countries useful to the
domestic regulatory program. This
section will describe the activities in
which EPA is engaged in the contextof
how they address these policy
objectives. )

1. Protecting the quality of imported
food. The most direct way in which the
use of pesticides in other countries can
affect the United States is by the
presence of such pesticides on food
imported into the United States. EPA
seeks to ensure that food coming from
other countries does not pose risks to
the American consumer. At the same
time, EPA also seeks to ensure that
foreign agricultural producers and
exporters do not have an unfair
advantage over U.S. farmers by using
pesticides the United States has decided
to prohibit for dietary health reasons.
Pesticide tolerances apply to all crops in
commerce in the United States,
regardless of their origin. While FDA
and USDA are responsible for.
monitoring the compliance of imported
foods with U.S. tolerances, EPA
promotes food safety by actively
participating in international
organizations which develop food safety

standards, such ag the WHO/FAO
Codex Alimentarius Commission.

Additionally, EPA has held numerous
workshops for regulatory officials and
agricultural exporters to ensure that
other countries are aware of the U.S.
requirements for tolerances. Countries
which export foods to.the United States
need to take into consideration the U.S.
tolerances when approving uses of
specific pesticides within their
countries. Thus far, the Agency has
planned or attended sessions with
growers from Mexico, Guatemala, the
Caribbean countries, Chile, China, and
Malaysia, and plans to speak this year
to growers in the countries comprising
the southern portion of South America.
These sessions not only provide EPA the
opportunity to inform others about U.S.
pesticide regulations, but also allow the
Agency to learn more about the work of
other governments' regulatory practices.
thereby enhancing our ability to ensure
the accepatability of imported foods.

EPA intends to continue to provide
direct assistance on an as-needed
basis—as resources permit—and
considers this practice to be an integral
part of the Agency’s international
activities.

2. Harmonizing U.S. and international
standards. EPA recognizes that
protecting the global environment and
the public health of all peoples must be
a truly cooperative international effort.
Through participation in the activities of
international organizations, EPA .
promotes the development of methods
and standards that are consistent with
its own, and which at the same time
meet the objectives of the international
community. In addition, encouraging the
development of sophisticated, effective
environmental protection world-wide,
harmonious regulatory requirements
minimize unnecessary disruptions in
international trade.

EPA assisted in achieving
international adoption of the goals and
principles of FAQ's International Code
of Conduct on the Distribution and Use
of Pesticides. The Code establishes
standards to encourage responsible
international trade practices; to assist
developing countries in the regulation of
pesticides; to promote the safe handling
and use of pesticides; and to minimize
adverse effects on public health and the
environment.

In the future, EPA will participate in
an international meeting in 1990 in
Beijing, China, on international
harmonization of pesticide tolerance
levels. Additionally, analysis is
underway in the Agency to consider the
harmonization of U.S. tolerances with
those of the Codex Alimentarius

Commission, and to determine the
potential impact of recent harmonization
discussions in the revisions to the
General Agreement on Tariffs and
Trade.

3. Supporting environmental
protection in foreign countries. EPA’s
efforts to assist in the protection of
public health and the enviroment in
foreign nations follow two tracks. First.
EPA provides information through the
notification programs mandated by -
section 17 of FIFRA. These notification
systems, however, have their
limitations. As they were never intended
to supplant a regulatory system in the
importing country. only to supplement
one, countries having no or minimal
regulatory programs will not find the
information as useful as those having
more rigorous programs. Moreover,
purchaser acknowledgements are
transmitted under FIFRA section
17(a)(2) upon the first shipment to a
foreign purchaser in a year, and often do
not precede the actual shipment.
Therefore, an importing country cannot
rely on export notices to make a
judgement about volume of shipments,
nor do notices give the importing
government the opportunity to prohibit
shipment Further, they report a
transaction on a chemical from only one’
country {the United States), when other
countries may be supplying the same
product without comparable
notification. Finally, the purchaser .-
acknowledgement statements are not
required to be sent for pesticides which
are registered in the United States,
although such pesticides may be
substantially restricted in the United
States.

EPA believes that it should help to
ensure that information sent to other
countries under section 17 is not only
received but is usable and useful to
those countries. Thus, EPA supports the
development of decision-making
capabilities and regulatory .
infrastructures in importing countries for
pesticides. In 1988 and 1989, EPA co- -
sponsored workshops which were
conducted for the Asia/Pacific Region in
Bangkok. Thailand and Manila,
Philippines. EPA also provided resource
persons for FAO sponsored national
workshops in China and Belize, a Pacific
Island workshop in Noumea, New
Caledonia, an African regional
workshop in Ghana and a food safety
workshop in China. In January 1990. a
workshop for Latin American regulatory
officials is scheduled to be held in
Santiago. Chile, as well as another
African regional workshop in Niger,
sponsored by the U.S. Agency for
International Develspment (AID). EPA
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has alse eooperated with intemational
organizations such as FAO. WHO. the
Pan-American Health Organization, the
Asian Development Bank, the World
Bank and bilateral agencies such as the
AID, and the German Technical
Assistance Agency to provide this
training and assistance.

EPA also provides expertise through
representation to expert meetings and
on official delegations to UNEP, FAQ,
and WHO. Agency personnel have been
assigned to the WHO's International
Programme on Chemical Safety and to
FAO to help develop summary
documents and guidelines on pesticides
for use by developing countries in their
regulatory pregrams. In addition, EPA
supports efforts such as FAQ's
implementation of PIC by providing
resources and expert guidance.

In some cases, EPA provides technical
assistance by “loaning™ technical
personnel for on-site consultation. For
instance, EPA has assisted in the
development of an environmentally
sound control strategy for the locust
plague in Africa. Further, EPA has
entered into agreements with AID and
the Peace. Corps to provide expertise in
the evaluation of the environmerntal
impact of pest confrol strategies, the
disposal of pesticides, the development
of guidelines for the procurement of
pesticides, and other related projects.
As with the educational programs
undertaken by EPA, these projects
enable countries to improve the
protection of their citizens and
environment while obtaining the
benefits of pesticide use.

EPA also hosts mumerous
intecnational visitors who are trained in
a varfety of areas; such as: regulatory
development, data evaluation, decision .’
methods and procedures for pesticide, ~
regulation.

4. Obtaining informatfon from other
countries. EPA considers information
exchange among countries to be an
efficient use of resources. In receiving
information abeut regulatory actions
taken by the United States, EPA hopes
that other countries will use: the
information and benefit from our
experiences. Stmtlarly, the Uited States
is very interested in receiving
information about regulatory activities
underway inv other countries, to improve
the comprehensiveness: of its regulatory
review. For example, the United States
has rcgular meetings with Canada and
the United Kingdom, known as the
“tripartite discussions” for the purpose
of exchanging infermation on current
regulatory activitics. The United Siates
has found these discussions te be very
useful. In the context of the
Crganization for Ecanamic Cooperation

I

and Pevelopment, the United States
participated in techmical level meetings
on tributylins which were instrumentat
in the development of ita testing:
protocal, since other member
governments were further along in theis
regulation of these comrpounds.

In summary, within the context of its.
existing resources, EPA has initiated a
technical assistance and informatioa
service program to help foreign.
countries, in particular developing
countries, establish scientifically-based,
comprehensive pesticide regulatory
programs. Adequate regulatory
programs are needed to ensuse that
pesticides are used safely and that
pesticide residue levels in food do not
reach harmful levels. EPA believes that
establishing successful regulatory
programs in other countries will
minimize the number of violations
occurring in imparted foed. In addition,
by sharing technical and regulatory
information with foreign governments,
EPA hopes to facilitate the
harmonization of interrational
standards which would diminish
existing trade barriers.

Anthority: 7 US.C. 136

Dated: February 2, 3890
Linda ]. Fisher,.

Assistant Adwinistrator for Pesticides and
Toxic Substamces.

[FR Doc. 90-3243 Filed 2-8-9¢; &45 am}
BILLING CODE. 6565-50-0

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 152, 153, 155, 156, 157,
162, 163, 164, 165, 166, 167, 168, 169,
170, 171,172, 173 and 180

[OPP-176000; FRL 3665-2F

Statement of Policy on the Labeling
Requirements for Pesticides, Devices,
and Pesticide Active lngredients
intended for Expeort and Procedures
for Exposting Unregistered Pesticides:
Proposal

AGENCY: Environmental Protection
Agency (EPAY.
ACTION: Proposed policy statement.

SUMMARY: In a policy statement issued
on July 28, 1980, EPX explained in detail
the requirements of section 17{a} of the
Federal Insecticide. Fungicide. and
Rodenticide Act (FIFRAY}. Specifically,
the policy informed the public of the
scope of the section 17{a}{1} labeling
requirements, the procedures that
exporters of unregistered pesticides
must follow, and the unregistered
preducts for which the exparter would

be required to comply with the
purchaser acknowledgement statement
requirement of section 17{a)§2).

EPA believes that changes are
necessary to ensure comphance with the
requirements of FIFRA regarding the use
of pesticides. and their effect om heman
health and the environment. Thesefore,
with this netice, EPA e proposing te
clarify the labeling requirements for
exported pesticides, devices, and
pesticide active mgredients, and is
proposing to amend EPA’s policy
regarding the procedures for exporting
unregistered pesticides.

DATES: Comments must be received by
EPA on or before May 14, 1990.

ADORESSES: Submit written comments,
identified by the document control
number (OPP-170000). by mail to: Public
Information Branch, Field Opesations
Division, Office of Pesticide

(H7506-C), Envirenmental Protection
Agency, 401 M St, SW., Washington. DC
20460. In person, deliver comments to:
Public Docket, 244 Bay, CM #2, 1921
Jefferson Davis Highway, Arlington, VA.
All written comments will be available
for public inspection in the Public
Docket at the address given abave, from
8 a.m. to 4 p.m.. Monday through Friday.
excluding legal holidays.

FOR FURTHER INFORMATION CONTACT:

_Stephen Howie, Office of Compliance

Monitoring (EN-342), Rm. E-709B, 401 M
St., SW., Washington, DC 20460,
telepbone (202} 382-7825.
SUPPLEMENTARY IRFORMATION: Section
17(a) of FIFRA was amended in 1978,
ang after accepting public comment,
EPA published a policy statement for
section 17{a} iy the Federal Register on
July 28, 1380 (45 FR 50274). The 1985
policy statement explained what
labeling is required to appear on
exported pesticides, devices, and
pesticide active ingredients, and what
procedures an exporter of enregistered
pesticides nrast followe to submit a
statement from a foreign porchaser
ackncwledging that the purchases is
aware that the pesticide is mregistered
for use in the United States and cannot
be sold in the United States. EPA
required a purchaser acknowt
statement if the product: fa) Contained
an active ingredient not found in a
federally registered product: (b} bore
labeling for a use which is currenty
subject to denial or cancellation of
registrution: or (¢} was not similar in
composition and use pattemn to a
feduerally registered product.

There has been increasing interest by
foreign governments regarding the
import of pesticides and their effect w1
huinan health and the environment in

-
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their countries. There are currcqtly
efforts underway at the international

" level to assist governments in making

informed decisions concerning pesticide
use in their countries. EPA believes that
the notification of foreign govermments
through the section 17(a}(2) submittal
requirement of a purchaser
acknowledgement statement is an
important element in such decision-
making by foreign governments. In
addition, there is concern that pesticides
which may have known or suspected
adverse health effects, or which have
not been tested at all, may be used on
agricultural products which are then
imported into the United States. There
have been incidents where imported
agricultural products tested for pesticide
residues by the U.S. Department of
Agriculture and the U.S. Food and Drug
Administration were found to be
contaminated with pesticides in excess
of established legal limits, including
pesticides which are banned for use in
this country.

On April 25, 1989, the General
Accounting Office (GAO) issued a
report entitled “Pesticides: Export of
Unregistered Pesticides is Not
Adequately Monitored by EPA" (GAO/
RCED#89-128).-This report identified
several areas of concern regarding
EPA's enforcement of the requirements
of FIFRA section 17(a). Specifically, the
GAQO report identified problems in
EPA’s compliance monitoring program
for FIFRA section 17(a), and suggested
that the purchaser acknowledgement
statement does not provide adequate
transfer of useful information to both the
importing country and EPA. In addition,
GAO criticized the present policy's
exemption from the section 17{a)(2)
requirement of unregistered pesticides
similar in composition and use to
registered products because the exempt
status of-.products is difficult to verify.
Finally, GAO suggested that a number
of pesticide exporters may not have
been complying with the requirements of
section 17(a).

The concerns presented in the GAO
report were reiteratéd in a May 5, 1989
hearing before the House of
Representatives Subcommittee on
Environment, Energy, and Natural
Resources, Committee on Government
Operations, in which EPA was
requested to recvaluate the current
export policy program. In light of the
issues raised by the Subcommittee, the
GAO report, and the public, EPA
conducted a comprehensive review of
its pesticide export program,
reevaluating the 1980 policy statement
and its export enforcement programs. As
part of this effort, EPA undertook an

inspection program during the summer
of 1889 to evaluate compliance with the
labeling requirements and submissions
of acknowledgement statements. A
preliminary review of the inspections
conducted indicates a need for
enhanced enforcement in this area and
for the revisions in this proposed policy
statement.

In addition, as a part of its
comprehensive pesticide export policy
review; EPA examined its polices and
procedures concerning: (1) The
notification of foreign governments of
significant actions taken on pesticide
registrations under FIFRA section 17(b);
(2) compliance with prior informed
consent (PIC) programs adopted through
the United Nations; (3) cooperation in
international efforts to improve
pesticide research and regulations under
FIFRA section 17(d); (4) providing
technical assistance to countries
importing pesticides and exporting food
to the United States; and (5) confidential
treatment of information concerning
pesticide exports. EPA's review
regarding these matters is discussed in
the Proposed Pesticide Export Policy
Statement published elsewhere in this
issue of the Federal Register.

To ensure that there is a full
understanding of the proposed policy
statement for section 17(a), the policy
presented in this document includes
those portions which are being
continued from the 1980 policy
statement. The changes being proposed
to the 1980 policy statement and the -
options under consideration, are
explained in Unit I of this document.
Explanations for the unchanged portions
of the policy which are restated in Units
111, IV and V of this document, may be
found in the 1980 policy statement at 45
FR 50274 (July 28, 1980).

EPA is interested in receiving the
comments from the public and other
governments on the proposed policy
presented in this document, particularly
on the proposed changes in the policy
involving the acknowledgement
statement requirement. EPA seeks
comment specifically on: (1) Whether
removing the similar in composition and
use exemption would significantly
increase the number of exporters
required to obtain the purchaser
acknowledgement statement and thus
increase respondent burden: (2) whether
or not such notices would serve a useful
purpose to importing countries; and (3)
the alternative requirements presented.
if the exemption were maintained.

Accordingly, EPA proposes the
following policy with regard to the
requirements for pesticides, devices, and

aclive ingredients used in producing
pesticides intended solely for export.

I. Proposed Revisions to the 1980 Policy

Generally. FIFRA section 17(a)
describes two requirements: section
17(a){1) describes the requirements on
the exported product, including labeling.
and section 17{a)(2) describes the
requirement for obtaining a foreign
purchaser acknowledgement statement
for the export of an unregistered
pesticide. Section 17(a){1) requires that
pesticides, devices, and active
ingredients used in producing pesticides
which are intended solely for export
comply with certain labeling provisions
of FIFRA section 2, the establishment
registration procedures and reporting
requirements of section 7, as described
in 40 CFR part 167, and the inspection
and recordkeeping requirements of
section 8. as described in the statute and
40 CFR part 169.

A. Applicability

The most important modification EPA
is considering relates to the
administrative exemption to section
17(a)(2) provided in the 1980 policy
statement for exported unregistered
pesticides that are substantially similar
in composition and use to registered
pesticides. EPA is considering either:
eliminating the exemption entirely,
requiring any person who exports an
unregistered pesticide to obtain a
purchaser acknowledgement statement
and submit it to EPA: or maintaining the
exemption, but requiring exporters to
substantiate claims that exported
products are substantially similar in
records maintained and made available
to EPA, or its representative, upon
request, or in reports submitted directly
to EPA.

In addition, although EPA addressed
the applicability of section 17(a) to
research products in the discussion of
comments section of its 1980 policy
statement, EPA believes that the policy
regarding such products should be
clarified. EPA is proposing that, for the
purposes of this policy, section 17(a)(2)
not apply to research products. and will
provide specific guidance as to what is
and is not considered to be a research
product. EPA believes that such
products should not require purchaser
acknowledgement statements when they
are exported for the sole purpose of
determining their pesticidal value.
toxicity. or other characteristics. and
when there is no expected pesticidal
benefit to be derived from use of the
material. To provide adecuate
safeguards against the use of research
products in a wav that could cause risk
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to human health and the environment,
EPA proposes further clarifying its
position regarding what qualifies as a
research use. EPA considered proposing
that qualification as research use be °
determined by the quantity of product
shipped. but believes that it is difficult
to define a set amount that would define
research use for all products.
Consequently, EPA is proposing that the
presumption of research use be based
on the actual intended use of the
product. Therefore, EPA proposes that a
research use will not be presumed if
tests of the product are: (1) Land uses of
more than 10 acres, or which affect food
or feed crops which are intended for
consumption; (2} aquatic uses of more
than 1 acre, or which involve water used
for irrigation, drinking, or recreation, or
which affect plants or animals taken for
food or feed from such waters; or (3)
tests on or with animals which may
subsequently be used for food or feed.
EPA further proposes that the exporter
bear the burden of demonstrating that
the product qualifies for the research
exemption, before the research product
is shipped, since it is not possible for
EPA to directly monitor research uses
once the product is exported. The range
of options for demonstrating thata -
product is for research use only include
requiring exporters to maintain records
for 3 years after the export supporting
the research claim, or to submit a
statement identifying the shipment and
stating that the product is being shipped
as a research product as defined by the
guidance provided in this document.

B. Labeling -
The proposed policy statement would .

clarify EPA's position that all .-

unregistered products, including ones +~ -
that are similar in composition and usé
to registered products, must comply with
the labeling provisions of section
17{a)(1), and that all products not
bearing a valid EPA registration number
must contain the following language on -
their label or labeling: “Not Registered
for Use in the United States of '
America.” EPA believes that section
17(a)(1), together with section 2(q)(1)(H).
requires all unregistered products
exported from the United States to be
labeled as such. To comply with the
statute, this label statement must appear
on the products. Thus, for the purpose of
the section 17(a)(1) labeling
requirements, a pesticide which is not
registered for use under section 3 will be
considered to be unregistered and
therefore must bear the bilingual
statement “Not Registered for Use in the
United States of America.”

If the similarity in composition and
use exemption for unregistered

pesticides is maintained with regard to
the requirement to submit purchaser
acknowledgement statements, EPA
proposes requiring the ingredient
statement to be as consistent as possible

. with existing rules regarding the labeling

of registered pesticides, in accordance
with section 17(a)(1). As such, EPA
seeks to avoid any ambiguity regarding
what are accepted as the common and/
or chemical name of the product in the -
United States. Where different common
and/or chemical names apply in the
importing country, EPA's requirement
may be met through the use of
supplemental labeling as described in
this policy.

The proposed policy would also
clarify that all exported pesticides are
subject to the provisions of FIFRA
sections 2(p) and 2(q). as specified in
section 17(a}(1) and described in detail
in this document. However, in the case
that doing so conflicts with

- requirements of the importing country,

EPA would still permit the use of
supplemental labeling to meet the EPA
requirements and to accommodate the
labeling requirements of importing
countries.

Although this policy statement
proposes to continue requiring certain
labeling statements to be bilingual, EPA
is soliciting comments on requiring that
the labeling statements which are
currently required to be bilingual, be
multilingual. As such, the previously
bilingual labeling requirements would
be required to be in English, in the
language of the purchaser’s country, -
and, if different, in the language of the
country of final destination.

C. Purchaser Acknowledgement
Statement

EPA proposes modifying its policy
regarding exemptions from the
purchaser acknowledgement statement
requirement of section 17(a)(2) for
unregistered pesticides similar in
composition and use to registered
pesticides. EPA intends to reiterate that
purchaser acknowledgement statements
are to be obtained from the foreign
purchaser, but, to improve the utility of
these statements, EPA is proposing that
the statements be applicable to
countries of purchase and of final
destination, and is proposing that the
statements be required to be
multilingual. As such, the statement
would be required to be in English, in
the language of the foreign purchaser's
country, and, if different, in the language
of the final destination. EPA is also
proposing that, in the case where more
than one language is involved due to
more than one destination, e.g., where
an intermediary ships to multiple

countries of final destination, either a
multilingual statement be submitted to
EPA, or multiple statements in all
required languages be submitted to EPA.
Finally, EPA is soliciting comments on
the option of requiring reporting for each

" shipment, rather than annually for the

first shipment by a particular exporter to
a particular purchaser for each
importing country.

1. Similar in composition and use
exemption. In the 1980 policy statement.
EPA stated that.exported pesticide
products that are claimed to be similar
in composition and use to registered
pesticides were exempt from the
provisions of section 17(a)(2). Such
similarity was defined in the 1980
statement as claimable if the product
had the same active ingredients, the
same use pattern, and the same general
toxicity as a registered pesticide.
However, EPA has since determined
that there are difficulties in confirming
the validity of such similarity claims. In
practice, the 1980 policy places on EPA
the burden of evaluating each similarity
claim for which no acknowledgement
statement was submitted to determine
whether the exported product is indeed
similar to a registered product. Such an
interpretation makes it difficult to
ascertain whether such claims are valid
during an inspection. and requires a high
use of resourcesto effectively enforce
the acknowledgement statement
requirement. EPA has determined that
there“are basically two altemnatives that -
wotild resolve this issue: either remove
the exemption, or require exporters to
support any exemption claimed.

EPA is considering both options in
this proposal. EPA encourages
comments on this issue, particularly
regarding the records and reports that
would be required, and the utility to the
importing country’s government, if EPA
were to maintain the exemption for
unregistered products similar in
composition and use to registered
products. The two options are:

a. Removal of the exemption. EPA
could remove the similar in composition
and use exemption entirely. By removing
the exemption, all unregistered
pesticides, regardless of similarity in
composition and use to registered
pesticides, would be subject to the
acknowledgement statement
requirements of section 17(a}(2). In
removing the exemption, EPA would
require the exporter to obtain and
submit to EPA purchaser
acknowledgement statements for all
exported unregistered pesticides in
accordance with the procedures outlined
in Unit V of this document. EPA
specifically solicits comments regarding
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governments of receiving countries in
terms of the number of notices that may
be required if this exemption is
removed. and any potential benefit to
importing countries.EPA esstimates that
four times as many purchaser
acknowledgement statements may result
under this option.

b. Retain the exemption.
Alternatively, EPA could retain the
similar in composition and use
exemption, and require additional
verification on the part of the exporter
to substantiate any exemption claimed.
EPA believes that the existing
exemption, by reducing the number of
acknowledgement statements
transmitted, increases the utility and
importance given to statements
involving unregistered products which
have been judged to be hazardous or for
which no assessment has been made.
However, EPA believes that it is
acceptable to exempt such products
only if there is no question concerning
the validity of the claim. Hence, any
exported unregistered product that is
substantially similar in composition and
use to a registered product, as specified
in the 1980 policy and as reiterated in
this policy, would not require a
purchaser acknowledgement statement
if appropriate recordkeeping
requirements and/or reporting to
support the claim are met.

In proposing this option, EPA believes
that verification of claims will not
require substantial effort on the part of
exporters, since the decision to claim
such an exemption should be based
upon existing documentation. This

option requires that such documentation

be made available to EPA upon request,
and will be expected to be maintained
for 3 years after the date of export. If the
exemption is retained, EPA will consider
requiring the retention of certain records
in addition to requiring the submission
of reports in support of the similarity
claims. EPA encourages comment on the

‘incremental benefits and burdens of

requiring reporting in addition to
maintaining records of similarity claims.
Reports or records would identify that
such claims are made and the basis for
the claim, i.e., the registered product’s
identity and the characteristics that
establish sufficient similarity between
the registered product and the
unregistered product. The basic criteria
for an exemption, as explained in the
1980 policy, will remain the same.

2. Muitilingual purchaser
acknowledgement stetements. EPA
proposes that purchaser
acknowledgement statements be
miuititingual, in English and in the

language of the country where the
foreign purchaser is located. and. if
different, in the language of the country
of final destination. EPA believes that it
is important for the purchaser
acknowledgement statements to be
understood by the officials of the
governments to whom they are
transmitted, as well as by the persons
who sign them. In cases where more
than one language would be needed,
e.g., where a pesticide product is
shipped to a purchaser who repackages
or reformulates for shipment to a
number of other countries. EPA is
proposing to allow multilingual
statements, or to require multiple
statements. EPA is interested in
receiving comments on this language
requirement.

3. Country of final destination. EPA
would consider products not labeled
appropriately for the country of
intended final destination (i.e., the
country of intended use}, and purchaser
acknowledgement statements that do
not include the country of final
destination or which do not meet the
multilingual requirements, to not meet
the requirements of section 17(a). EPA
believes that it was the intent of
Congress to provide through section
17(a) assurance that: (1) Exported
pesticide products be labeled in a
manner to help assure-safe use; and (2)
importing governments be sufficiently
aware of the import of an unregistered
U.S. product into their countries, so as to
enable them to identify potential risks.
These purposes can best be served if the
provisions of this section are directed
toward the country of intended use. EPA
intends to send copies of the purchaser
acknowledgement statement to the
government of the country where the
foreign purchaser is located and of each
country of final destination.

II. Requirements of FIFRA Section 17(a)

FIFRA section 17(a) states that
producers of pesticides, devices, and
active ingredients used in producing
pesticides which are intended solely for
export are subject to the requirements of
FIFRA sections 2(p) (labeling), 2(q}(1)
{A). (C). (D}. (E), (G). and (H) and 2(q)(2)
(A). {B). (C) (i} and (iii) and (D)
(misbranding), section 7 {establishment
registration) and section 8 (inspections
and books and records). In addition,
unless a pesticide is registered under
section-3 or is being sold under section
6(a)(1). it cannot be lawfully exported
unless, prior to export, the foreign
purchaser has signed a statement
acknowledging that the purchaser
understands that the pesticide is not
registered for use in the United States
and therefore cannot be sold in the

United States. A copy of this statement
is required to be transmitted to an
appropriate official of the government of
the importing country.

II1. Applicability

For the purposes of the section 17(a)
policy, a pesticide product which has
been registered under section 24(c} of
FIFRA will be considered registered,
while a pesticide product which may be
legally used only under an experimental
use permit (section 5} or an emergency
exemption (section 18) will be
considered to be unregistered. In
addition, a pesticide product whose sale
and distribution are legal in intrastate
commerce because the producer has
filed an application for Federal
registration in accordance with the
procedure found in 40 CFR 152.230, wil)
be considered to be unregistered for the
purposes of this policy. Further,
technical grade and manufacturing use
pesticides which are not federally
registered will be considered to be
unregistered for the purposes of this
policy.

Pesticide products exported solely for
research purposes will be exempted
from the purchaser acknowledgement
statement requirement of section
17(a)(2). Such research use occurs when
the purpose of the shipment is only to
determine its value for pesticide
purposes or to determine toxicity or
other properties, and when the user does
not expect to receive any benefit in pest
control from its use. Research use will
not be presumed if tests are: {1) Land
uses of more than 10 acres, or which
involve or affect food or feed crops
intended for consumption; (2) aquatic
uses of more than 1 acre, or which
involve water used for irrigation,
drinking, or recreation, or which affect
fish, shellfish, or other plants or animals
taken for food or feed from such waters;
or (3) tests on or with animals which
may subsequently be used for food or
feed.

EPA proposes that the exporter bears
the burden of demonstrating that the
pesticide qualifies for the research
exemption. and must document it before
the research product is shipped, since it
is not possible for EPA to directly
monitor research uses once the product
is exported. Exporters shall maintain
records for 3 years after the export
supporting the research claim. These
records would, at a minimum, include
verification from the foreign purchaser
indicating that the product was used for
research in accordance with the
guidance provided in this document.
EPA is also considering requiring
exporters to submit s slatement
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identifying the shipment and stating that
the product is being shipped as a
research product as defined by the
guidance provided in this document.
EPA is soliciting comments on this
propasal regarding the applicability of
section 17(a) to research products.
Finally, all products. research or
otherwise, transferred from a domestic
facility to a foreign facility of the same
company will be required to comply
with the section 17(a) requirements and
will be treated in accordance with their
U.S. registration status. i.e., a U.S.
registered product must comply with the
labeling requirements of section 17(a})(1).
while an unregistered product must
comply with both the label requirements
of section 17(a){1) and (except in the
case of research products as specified
above, or in the case where the product
is similar to a registered product, should
the “similar in composition and use”
exemption be retained) the purchaser
acknowledgement statement
requirement of section 17(a)(2). Failure
to comply with the requirements of
section 17(a), or to maintain records for
3 years after the export, or to allow EPA
access to such records as requested, is a
violation of FIFRA section 12 and may
result in civil or criminal penalties.

IV. Label and Labeling Requirements

Every exported pesticide, device, and
active ingredient used in producing a
pesticide must bear a label or labeling
which meets the requirements of FIFRA
section 17(a)(1). In addition, certain
information which will satisfy FIFRA
section 2(q)(1) (E}, (G). and {H) and

'2(q)(2) (A} and (D) must appear
bilingually on the label or labeling, in =

v

English and in the language of the
country of intended final use. This - -
information is intended to provide
important information to anyone who
handles or comes in contact with these
products. Therefore, to be considered in
compliance with this requirement, the
exporter must use the language in which
official government business is.
conducted in the country of final
destination, or other language required
by such country. When there are several
official dialects in the country, that
language which is predominately spoken
will be acceptable. Further, since
labeling is also intended to provide
information to all persons coming in
contact with the product. EPA is also
requesting comments on its proposal
that the label or labeling be multilingual,
i.e.. in English, in the language of the
purchaser's country, and. if applicable,
in the language of the country of final
destination. Should that proposal be
adopted, the term multilingual would

replace the term bilingual throughout
this unit.

A. General Requirements

Pursuant to section 17(a)(1). all
exported pesticides, devices, and active
ingredients used in producing pesticides
must bear a conspicuous and readable
label or labeling which includes:

1. EPA establishment numbers.

2. Ingredient statements.

3. Name and address of the producer,

" registrant (if any), and the name of the

person for which the product is
produced.

4. Net weight or measure.

5. Skull and crossbones, if the
pesticide is highly toxic, and statements
of practical treatment in case of
poisoning.

6. Warning and caution statements.

7. The statement “Not Registered for
Use in the United States of America,” if
the pesticide is not registered for the
particular use for which it is being
exported.

Moreover, the label or labeling shall not
make false representations or be in
imitation of other products.

FIFRA section 2(q)(1)(E) specifies that
required statements must be represented
“ * * * in such terms as to render it
likely to be read and understood by the
ordinary individual * * * ". Therefore,
to satisfy this section the following -
information must appear bilingually, in
the English language and in the-language
of the country of final destination, on all
exported product labeling:

a. The warning and caution
statements. .

b. The ingredient statement.

¢. Where required, the word “Poison”
and the statement of practical treatment
in case of poisoning.

d. The statement *Not Registered for
Use in the United States of America.”

B. Specific Guidance

The following provides more specific
guidance on particular elements which
must appear on the label or labeling of
each exported product:

1. EPA establishment number. The
establishment number may appear
anywhere on the label or immediate
container in accordance with the
establishment registration labeling
requirements set forth in 40 CFR
156.10(f).

2. Precautionary statements. Warning
or caution statements must be bilingual
and must be adequate for the protection
of persons handling the pesticide,
particularly with respect to general
toxicological hazards and
environmental, physical, or chemical
hazards. Where the bilingual translation

is obviously inappropriate to protect
residents of the importing country, (for
example, where a label calls for a gas
mask meeting the specification of the
U.S. Bureau of Mines) an equivalent
caution must be substituted.

3. Unregistered products. The labels
of all pesticides which are not registered
for a particular use or uses in the United
States under FIFRA section 3, must
prominently display the following
statement bilingually: “Not Registered
for Use in the United States of
America.” Unregistered pesticides must
also comply with all other labeling
provisions under section 17(a){1). In
addition, unregistered pesticides
claimed to be similar in composition and
use to registered pesticides, if the
exemption is retained, must bear
cautionary and ingredients statements
that are similar to those approved by
EPA for registered pesticides posing
comparable hazards.

4. Ingredient statement. The
ingredient statement must appear
bilingually on the labeling, unless the
ingredients are easily identifiable and
likely to be understood by the ordinary
individual, despite their being listed in a
foreign language. If the “similar in
composition and use” exemption is
retained and is claimed. the ingredient
statement for the unregistered product
must be similar to that of the registered

. product, e.g., uses same chemical or

common name for active ingredients.

5. Use classification statement. The
statement of use classification
(Restricted Use Pesticide or General Use
Pesticide) must appear on the labeling of
the pesticide; however, summary
statements regarding the terms of the
restriction, e.g., “For retail sale to and
application only by Certified
Applicators * * * ™ are not required.

6. Identity of parties. Name and
address of the producer, registrant (if
any), and the person for whom the
pesticide was produced, must appear in
the labeling.

7. Net weight. The net weight must
appear on the labeling in conventional
English units and metric units.

-8. Highly toxic pesticides. If the
pesticide is highly toxic, the skull and
crossbones, the word “Poison”, and a
statement of practical treatment must
appear on the labeling. The word
“Poison” and the statement of practical
treatment shall be bilingual. The skull
and crossbones may be in red or black.
For guidance on what pesticides are
highly toxic, see 40 CFR 156.10(h).

C. Supplementary Labeling-

All exported pesticides must comply
with the labeling requirements of FIFRA
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secﬁons 2(p) and 2(q). as specified by

- section 17(a)(1} and as described in this

olicy statement. However, EPA is
Eonggmed that these labeling
requirements not conflict with the
labeling requirements of the country of
intended use. To avoid conflicts, yet still
meet the statutory requirements of
FIFRA, exporters may use supplemental
labeling to meet the requirements of
FIFRA. Therefore, exported pesticides.
devices, and active ingredients used in
producing pesticides which are intended
solely for export must bear a label with
the appropriate information required by
FIFRA., or, in instances where FIFRA
required labeling is in direct
contravention of foreign labeling
requirements, may be accompanied by
supplemental labeling which meets
those requirements of FIFRA that
conflict with the requirements of the
importing country. All information
required by FIFRA and not directly
conflicting with the laws of the country
of intended use, must appear on the
label affixed to the product container.
Any supplemental labeling, which is
permitted when FIFRA required labeling
contravenes foreign labeling
requirements, must be attached to or
accompany the product container or
shipping container to the final
destination. It is EPA’s position that the
exporter bears the burden of proving
that the foreign laws conflict with
FIFRA. Accordingly, the exporter must
be prepared to substantiate any claim
that foreign labeling requirements
preclude the label information required
by FIFRA from being placed directly on
the product container.

V. Purchaser Acknowledgement -

Statement Requirement

FIFRA section 17(a)(2) states that any
pesticides other than a pesticide
registered for use under section 3 or sold
under section 6(a}(1) shall have a
purchaser acknowledgement statement
signed by the foreign purchaser prior to
export, acknowledging that the
purchaser understands that such
pesticide is not registered for use in the
United States and cannot be sold in the
United States. A copy of the statement
is required to be transmitted to an
appropriate official of the importing
country.’

EPA will continue to require that the
exporter obtain the purchaser
acknowledgement statement on an
annual basis for the first shipment of
each unregistered pesticide to a .
particular purchaser for each country of
final destination. The statement must be
submitted to EPA, along with a
certification signed by the exporter that
the statement was obtained prior to the

release of the product for shipment. The
statement and certification must be
transmitted to EPA within 7 days of
receipt by the exporter, or by the.date of
export, whichever comes first. The
statement will be transmitted by EPA to
the appropriate officials of the importing
country. EPA is considering, as an
option, requiring reporting for each
shipment and is soliciting comments on
this issue.

A. Products Subject to the Requirement

As stated in the 1980 policy, the
requirement for obtaining an
acknowledgement statement from a
foreign purchaser will apply to pesticide
products where:

1. The pesticide active ingredient has
been judged to pose “unreasonable
adverse effects” to human health or the
environment, and the registrations of
products with that active ingredient
have been cancelled, denied. or
voluntarily withdrawn for health and
safety reasons; or

2. Either, (a) no assessment or no
conclusive assessment of the hazard
resulting from the use of the pesticide
has been made by EPA (while the
pesticide may have been used under
limited experimental or emergency
conditions), or (b) the pesticide has
never been registered under section 3
because registration for the pesticide
active ingredient has not been sought or
has not yet been granted.

In addition to those situations
expressly noted in the 1980 policy
statement, EPA interprets section
17(a)(2) as applying to all pesticide
products which: contain an active
ingredient that is not found in an EPA
registered product; or, bear labeling for
a use which is currently subject to
denial or cancellation of registration,
including uses not considered by the
Administrator during a cancellation or
denial determination and those uses
voluntarily withdrawn due to health
concems. .

In the 1980 policy statement, EPA also
included the statement that the
requirement would apply to pesticide
products in which “the pesticide is being
exported for a use which is substantially
different from any currently registered
use of that pesticide (e.g., a pesticide
which is registered in this country for
use as a termiticide is exported for use
on food crops).” Therefore, unregistered
pesticides which are not, as determined
by EPA, substantially different from
registered products were considered to
be exempt from the purchaser
acknowledgement statement
requirement. This was based on EPA's
belief that Congress did not intend the
requirement to obtain a purchaser

acknowledgement statement to apply to
pesticide products which are minor
variations on formulations registered in
the United States and which contain
only active ingredients which are
registered in the United States. EPA
used its enforcement discretion to allow
for the export.of unregistered pesticide
products with minor variations from
registered pesticides, without requiring
purchaser acknowledgement statements
to be obtained and submitted to EPA.
Recently, EPA has determined that the
exemption renders compliance
monitoring of the purchaser
acknowledgement statement
requirements problematic, since it is
difficult to verify whether a product
claimed to be exempt is similar to a
registered product. :

In this document EPA is presenting
the following two options concerning
products subject to the purchaser
acknowledgement statement
requirement. Although only two basic
options are being proposed. EPA is
considering and is interested in
receiving comments on the array of
alternatives available between these
options. After reviewing public
comments, EPA will adopt one of the
options in its final policy statement.

(1) Option 1. Require
acknowledgement statements of all
unregistered products. All exported
pesticide products are required to
comply with the labeling provisions of
section 17(a}(1) as specified in Unit IV of
this document, and, pursuant to section
2(q){1)(H), all unregistered pesticide
products shall also bear the following
bilingual label statement: “Not
Registered for Use in the United States
of America.” In addition, all exporters of
unregistered pesticide products must
obtain and submit to EPA a purchaser
acknowledgement statement as required
by section 17(a)(2).

Unregistered pesticides which are
produced in the United States solely for
export may contain active ingredients
that are also registered as components
of pesticides used in the United States.
However, such products are still
considered to be unregistered, and as
such must comply with the purchaser
acknowledgement statement
requirement as described in this policy.

(2) Option 2. Retain the exemption
with provisions to improve verification
of validity of exemption claims. Some
pesticides produced in the United States
which are intended solely for export
contain active ingredients that are also
components of registered pesticides
used in the United States. In some cases.
the export formulations may contain
slightly different percentages of active
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ingredients and may be labeled
differently and are therefore
“unregistered” within the meaning of
section 3. Rather than require formal
registration, certain unregistered
pesticides, as determined by EPA, which
are similar in composition and use teo, or
which contain the same active
ingredient as, an EPA registered
product, shall be considered exempt
from the purchaser acknowledgement
statement requirement of section
17(a)(2). EPA is concerned that requiring
acknowledgement statements for such
pesticides is not necessarily useful to
the governments of importing countries,
and could detract from the attention
drawn to more significant notices
regarding pesticides which have been
banned. restricted, or otherwise denied
use for health or safety reasons, or
which are unassessed.

Exporters of all unregistered pesticide
products that are not, as determined by
EPA, similar in composition and use
pattern to an EPA registered product
must comply with section 17(a){2}. To be
considered similar in composition and
use pattern, a pesticide product must
contain only the same active ingredient
or combination of active ingredients,
must have the same category of toxicity
(i.e.. same signal word), and must have a
similar use pattern as an EPA registered
product.

Products involving changes in use
patterns such as changes from non-food
to food use, outdoor to indoor use,
terrestrial to aquatic use, or non-
domestic to domestic use, are not
considered to qualify as similar use
patterns. Pesticide uses which were
never reviewed during a cancellation or
denial of registration determination .
{such as a pesticide use on a crop which. .
is not grown in the United States}, or .~
uses which have been voluntarily
withdrawn, will not qualify as a sinrilar
use, and therefore require an
acknowledgement statement. :

In addition, if an exporter claims that
the unregistered pesticide product it is
exporting is similar in composition and
use pattern to an EPA registered
pesticide, and therefore exempt from the
purchaser acknowledgement statement
requirement, the exporter shall bear the
burden of proving the validity of such a
claim. To ensuare that such claims are
valid, EPA is considering the options
that: (a) Records be kept for a minimum
of 3 years following exportation,
supporting each claim: and/or (b} all
claims for exemptions be supported by a
report to EPA, submitted prior to the
first shipment in a given year, .
demonstrating the validity of the claim.

Therefore, if EPA retains the
exemplion, an exporter of an

o

unregistered product claiming this
exemption must either maintain records
for 3 years after the export or submit a
report to EPA documenting such a claim.
This documentation shall indude:

a. Records already required under
section8. .

b. Copies of labeling information from
the registered product.

c. Documentation affirming the
similarity of composition and use
between the unregistered product and
the registered product used to support
the similarity claim. EPA is considering
requiring that records doaumenting the
similarity claim be maintained by the
exporter pursuant to section 8, and that
the records be made available to EPA
upon request. In addition, EPA is
alternatively considering requiring the
exporter to maintain the data supporting
the similarity claim. or requiring reports
to be submitted prior to the export of the
pesticide for which the similarity claim
is made. If EPA determines that the
claim of similarity for a particular
product is without merit, EPA will
consider all exports of the pesticide
without a purchaser acknowledgement
statement to have been in violation of
FIFRA.

Furthermore, pursuant to section
2{q)(1)(H). all unregistered pesticide
products, including those which are
similar in composition and use pattern
to an EPA registered product, must bear
the following bilingual label statement:
“Not Registered for Use in the United
States of America.” This is consistent
with EPA’s interpretation that all
exported pesticide products must
comply with the labeling requirements
of section 17{a)(1) as detailed in Unit IV
of this document.

B. Procedures for Obtaining and
Transmitting Purchaser
Acknowledgement Statements

The procedure that an exporter of
unregistered pesticides must follow in
obtaining and transmitting the foreign
purchaser acknowledgement statements
are as follows: .

1. The exporter must provide the
foreign purchaser with instructions
about the required information on a
purchaser acknowledgement statement
and inform the foreign purchaser that
the shipment of the pesticide product
cannot be undertaken unless the
exporter has received from the foreign
purchaser a properly completed, signed.
and dated acknowledgement statement.

2. The exporter must secure, prior to
shipment, a purchaser acknowledgement
statement which contains the
information outlined in the Required
Information section of this dacument.
Such a statement must be multilingual

and must be secured for the first
purchase each year of a particular
pesticide product by the foreign
purchaser destined for each particular
country. If a foreign purcheser makes
subsequent purchases from the exporter
that are intended for different
destination countries than those
identified in any acknowledgement
statcments provided earlier in that year,
purchaser acknowledgement statements
must be obtained before shipment of
those subsequent purchases to the
foreign purchaser can be made. Foreign
purchasers may provide a single
acknowledgement statement in the
languages of all countries of intended
destination that identifies all the
countries of intended destination before
the first purchase in a year, or foreign
purchasers may provide separate
acknowledgement statements for each
country of ultimate destination at the
beginning of the year or at the time of
the purchases that are intended for
those destinations.

3. The purchaser acknowledgement
statement, along with the certification
signed by the exporter that exportation
did not take place until a signed
acknowledgement statement was
received, must be submitted to EPA
within 7 days of receipt by the exporter,
or by the date of export, whichever
occurs first. The purchaser
acknowledgement statement must be
transmitted to the following address:
Environmental Protection Agency,
Office of Compliance Monitoring (EN-
342). 401 M St., SW., Washington, DC
20460, Attention: Export
Acknowledgement Statement.

4. If EPA retains the “similar in
composition and use” exemption for
unregistered products, as discussed in
Option 2 of this unit, and an exporter
claims the exemption, the exporter must
maintain the appropriate records
necessary for verifying the claim, and
may also be required to submit
appropriate verification of the claim.

In addition, if EPA allows a
“research” exemption as discussed in
this document, and an exporter claims
the exemption, the exporter must
maintain records for 3 years after the
export supporting the research claim
and, if adopted, submit to EPA the
appropriate statement verifying the
claim.

5. Currendy, after the exporter obtains
and submits to EPA the signed foreign
purchaser acknowledgement statement,
EPA transmits a copy of the statement
to the State Department. which in turn
transfers it to an appropriale
government official in the importing
country. EPA is considering amending
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nt official in the receiving -
cgzzl;?se EPA believes that this will -
expedite the transfer of information
which may be essential for informed -
decision-making by potennal recelvmg
countries. :

C. Information Required in the
Purchaser Acknowledgement Statement

The purchaser acknowledgement -
statement must include the following .
multilingual information, in English, in
the language of the purchaser's country,
and in the language of the country of
final destination, if different: ’

1. Name and address of the exporter.

2. Name and address of the foreign
purchaser.

3. Name of the product and the active
ingredient.

4. Statement that indicates that the -
foreign purchaser understands that the
product is not 1egistered for use in the
United States and cannot be sold in the
United States. .

S. Country or countries of final
destination of the export shxpment. ie.,
where the exported pesticide is intended
to be used, if different from the foreign
purchaser’s address.

6. Signature of the foreign purchaser.

7. Date of the foreign purchaser s

signature.
Although EPA does not currently .
‘require a partlcular fortt tfor ‘the ~ R
" statement; EPA sohm 1 Y

- or a’particular form prowded eg.a:

form similar to and in harmony thh the' :

accepted international form for
notification’ under the PIC program.

VL Confidentiality _ -

Persons submitting the information
specified in the purchaser
acknowledgement statement may assert
a claim of business confidentiality by -
marking the information claimed - -
confidential as “FIFRA Confidential -
Business Information.” Information so
claimed will not be disclosed, with the
exception of disclosure to the foreign
government, except in accordance with
the procedures set forth in 40 CFR-part
2,7 U.S.C. 136h, and this policy
statement. If such a claim isnot
asserted, EPA may disclose the
information to the public without
providing further notice prior to - -
disclosure or an opportunity to object.
Notwithstanding any claim of
confidentiality, the purchaser
acknowledgement statement will be
forwarded to the appropriate foreign
government officials in its entirety, as
required by section 17(a)(2).

Ffransmittal from EPA to the appropnate_ )

In addition, the following mformation -

will generally not be considered .-
confidential:since it is considered to be
a part of information in the public
record: (a) The fact that a producer
makes a registered or unregistered
pesticide product; (b) the fact that an
acknowledgement statement or other
notice of export has been filed by an
exporter; and {c) the name of the

. exported product, and, if applicable, the

names of the active ingredients of the
pesticide. Therefore, the information
listed in the Required Information
section under Unit V.A.1 and 3 of this
Notice will not be entitled to
confidentiality.

EPA believes that other mfonnatnon.
such as the name of the country of final
destination and quantity of export, may
not be entitled to confidential treatment,
and is reviewing the confidential status
of that information. EPA will include, in
its final policy statement, a statement of

its findings regarding the conﬁdennahty
of such information.

VIL Relahonsh;p to Other Statutory
Requirements

Producers of any pesticide, device, or
active ingredient used in producing a
pesticide which are intended for export
are subject to the requuement to register
the establishment in which the pesticide
is produced, including the reporting

" - -requirements of FIFRA section 7 and the

_regulations at40 'CFR part 167, as well -
“as the recordkeeping requirements of

<" FIFRA 'section 8 and the’ regulatlons
:*found ‘at 40 CFR part-169.*

EPA ‘does not consider it-a vrolatlon of
FIFRA ‘to.produce a pesticide; device; or

pesticide active ingredient for export in
- accordance with the directions of a :

foreign purchaser, when properly -

"labeléd and, in the case of unregistered

pesticides, when the foreign purchaser
has signed the required purchaser
acknowledgement statement and the
exporter has forwarded this statement
toEPA.- " -

Exported pesumdes. devices, and
active ingredients used in producing -

-pesticides which do not bear labels or

labeling in compliance with FIFRA
section 17(a)(1) will be considered to be

‘misbranded. Exporters of such

pesticides or devices will be subject to
civil or criminal liabilities for violation
of FIFRA section 12(a)(1) (E) or (F}—
misbranding. Exporters of unregistered
pesticides who fail to secure the
required purchaser acknowledgement
statement will be subject to civil or
criminal liabilities for violation of FIFRA
section 12{a)(1)(A)—selling or
distributing an unregistered pesticide, or
section 12(a)(2)(M}—falsifying
information submitted to EPA or records

required to be maintained. Falsification
of the required certification may subject
an exporter to aenctlons under 18 U S C.
1001.

VIL Other _Regulatory Requirements
A. Executive Order 12291

Under Executive Order 12291, EPA
must judge whether an action is “major”
and therefore subject to the requirement
of a Regulatory Impact Analysis. EPA
has determined that the proposed
revisions do not constitute a major
action because they do not meet any of
the criteria set forth and defined in
section 1(b) of the Order. Costs were
estimated.based on existing program
experience, including the number of
annual submissions presently made to
EPA that would be affected by proposed
changes.

This policy was submitted to OMB for
review as required by Executive Order
12291. Any comments from OMB to EPA
and any EPA response to those
comments are available for public
inspection in the public file at the Public
Docket location listed under the
ADDRESSES section of this document.

B. Paperwork Reduction Act

This policy proposes to amend
provisions of the foreign purchaser
acknowledgement statement of

.- unregistered pesticides program which
.are-currently cleared by the Office of

Management and Budget (OMB) under

-control number 2070-0027. The
- information collection requirements

imposed by this proposed policy
statement have been submitted for
approval to OMB under the Paperwork
Reduction Act, 44 U.S.C. 3501 et seq. A
copy of the information collection
request (ICR) document may be
obtained from the Information Policy

" Branch of the Office of Policy, Planning

and Evaluation (OPPE) of EPA ‘at the

‘address given below. .

Public reporting for thxs collectmn of
information is estimated at an average
of 0.75 hours per acknowledgement -
statement, with an additional 0.25 hours
to fulfill the multilingual requirement
and an alternate 0.50 hours for those
claiming the research exemption. An
estimated 976 acknowledgement
statements and an estimated 195
research claims per year will be
réquired under this activity, for a total of
1074 hours of annual burden. This adds
891 hours to the estimated annual
burden of this activity, which, under the
existing program is estimated to consist
of a total annual burden of 183 hours,
based on an average of 0.75 hours per
acknowledgement statement and 244
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statements per year. This includes Ume

for reviewing instructions, searching -~

existing data sources, gathering and
maintaining the data needed, and

completing and reviewing the collectlon .

of information.
Send comments regarding the burden
estimate or any other aspect of this

. collection of information to: Chief,
Information Policy Branch (PM-233), ... :
.. Environmental Protection”Agency, 401

St., SW.;‘Washington, DC 20460, and to.’

" the Office of Management and Budget

(Paperwork Reduction Project; 2670~ *
0027), Washington, DC 20503, Attention:
Desk Officer for EPA.

401 M- -jngq). Fishier,
" " Assistant Admuustmtor for th:c:des and
-Toxic Substances. :

Authority: 7 US C1380, 7T .
..Dated: Febmary 2, mm_ A

(FR Doc. OO&SO Filed 2—9-90- 8.45 am]



2 Federal Register
ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 168 and 169
[OPP-170003; FRL 4000-1)
RIN 2070-A009

Pesticide Export Policy '
AGENCY: Environmental Protection Agency
(EPA).

ACTION: Final Policy Statement.

SUMMARY: This document sets forth the final
version of EPA’s revised pesticide export
policy. This policy replaces EPA's existing
pesticide export policies, which were
pubhs}wdmthcl-‘edenlleglﬂeroany
14, 1975 and on July 28, 1980. This policy
eliminates an exemption provided in the 1980
policy from the requirement to obtain a
purchaser acknowledgement statement,
clarifies the requirements for labeling
exporied pesticides, and clarifies the
requirements affecting the export of research

and development pesticides. EPA belicves|-
that these changes and clarifications will

export requirements. The policy also
dnanscswhahercmammfonmnonlbom
mpswedpesncxdum!nnnedtoEPAwﬂl
bemmdaedconﬁdmml.(mmgesloEPA'
program to notify countries of U.S. pesticide
regulatory actions are discussed. EPA is
broadening the scope of actions which will
trigger intemational notifications, and is
notices to other govermments. The policy also
presents a new sysiem for transmittal of
international notices, whereby EPA will be
ransmitting advance copies of the notices
directly to countries and the State Department
will notify the appropriate embassies.
EFFECTIVE DATE: Thupltyueﬂ'gcnvc ;
[insert date 60 days after date of

in the Federal Register}, except for § 168.75°

which ‘will be effective June 1, 1993.
FOR FURTHER INFORMATION CONTACT: For.
information abow the FIFRA section 17(a) |
requiremnents regarding labeling of pesticides
intended for export and procedures for
Stephen Howie, Office of iance
Monitoring (EN-342W), U.S. Environmental
Protection Agency, 401 M St, SW.,
Washington, D.C., 20460 US_A_; telephone
(703) 308-8290; facsimile (703) 308-8218.
For further information sbout FIFRA
section 17(b) notification programs or EPA’s
intarnational pesticide sctivities contact:
Deborsh Hartman, Office of Pesticide
Programs (H-7501C), U.S Environmental
Protection Agency, 401 M St, SW.,
Washington, D.C., 20460 US.A.; telephone
(703) 305-7102; facsimile (703) 305-6244.
SUPPLEMENTARY INFORMATION:
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Electronic Avallability: This document is
available as an electronic file on The Federal
Bulletin Board st 9:00 a.m. on the date of
publcation in the Federal Register. By
modem dial (202) 512-1387 or call (202) -
512-1530 for disks or paper copies. This file
nahonvaﬂablem?oﬂscnpt. Won'lperfecl
and ASCIL

'l'l‘.eecmxch"uspohcymhnedmdw
following outtine:

L Saommary

IL Background

A. Stastement of EPA's Goals for Intemational
Pesticad

A ctiirs

B. Legal Authority

C. Global Pesticide Market; Exports from the
United States; Pesticide Usage; Agricakural

Imponts . .
D. Reasans for Review of EPA's 1980 Policy
Statement .
IIL Discussion of the 1980 Palicy, the 1990
Proposal, Public Comments, and Responses 10
Comments

A 17(aX1)-Label and Labeling Requirements for
Pesticid

B. FIFRA Section 17(a)(2)-Procedures for
Exporting Unregisicred Pesticides—Purchaser
Acknowledgement Statement

C. <o

D. FIFRA Section 17(b) Notification Programs

E. Section 17(d) Activities

IV. Technical Amendment

V. Public Record

VL Other Regulatory Requirements

A. Executive Order 12991

- B. Regulatory Flexibility At

C. Paperwork Reduction Act

VIL Export Palicy and Procedures for Exporting
Unregisnered Pesticides .

L Summary

This policy discusses the requirement to
obtain a purchaser acknowledgement
statement for exporters of unregistered
pesticides. This policy also allows certain
unregistered pesticides to be exported for
research and development (R&D) purposes
without meeting the purchaser
acknowledgement statement requirement, if
the use in'the country of import does not
excoed the limits specified in criteria
provided in this policy. Exporters are required
o maintain records to substantiate claims that
their products fit the exemption for R&D

products.

EPA is also clxrifying certain labeling
requirements. Certain label statements which
in the past had to be bilingual, may now be
required to be multilingual, if spplicable. The
policy clarifies that all unregistered pesticides
must have labels/labeling with the statement
“No(Regisla'adfmUleinthnilcdSulu
of America.’’ The policy also clarifies that
rescarch and development pesticide products
must meet the labeling requirements of
section 17(a)(1). The policy allows exporters.
10 add explanatory language 10 use
classification statements to explain the
restricted status of the product.

The policy sets new procedures that
exporters must follow to obtain and transmit

5% FR 5062
18453

purchaser acknowledgement statements. The
final policy requires per-shipment purchaser
scknowledgement statements, but also
provides an alternative means for satisfying
this stantory requirement. More information
is required in the purchaser acknowledgement

- staternents, and the policy al»o discusses new

procedures for the transmittal of purchaser

about pesticide regulatory actions are
discussed. The policy provides that EPA will
immediately notify countries sbout all
regulatory actions taken on the basis of health
or environmental concems, and also provide
countries with an annual summary of all
pesticide regulatory actions. The policy
explains that EPA will directly notify
countries of the actions in advance and the
State Department will notify embassies. .

The policy also describes EPA’s projects o
support environmental protection and safe
pesticide use in other countries. The policy
dxmmﬁnmpcofEPA'zmmnmﬂ
technical assistance projects © support
environmental protection and safe pesticide
use in other countries. The United Nations®
Prior Informed Consent procedures
concerning banned and severely restricted
pesticides are also discussed.

IL Background
A. Statement of EPA’s Goals for International
Pesticide Activities

EPA has two major goals for its
international pesticide activities: To ensure
the safety of the U.S. food sipply; and to
enhance the protection of public health and
the environment from unreasonable adverse
effects of pesticides, both in the United States
and throughout the world, by promoting the
sound management and regulation of
pesticides, Specifically, EPA intends to take
actions:

1. To protect the American consumer from
illegal residues of pesticides on importad food
products by informing countries who export
food to the United States of our regulstory
requirernents, and by working with other U.S.
agencies to ensure the quality of imported
food.

2. To encourage international adoption of
standards consistent with sound scientific risk
assessment and to coordinase U.S.
approaches, to the extent permitted by U.S.
law, with those of other governments and

"3. To infarm other governments about U.S.
pesticide regulations and 1o assist them in the
development of their own regulstory
programs so as to betier protect their public’s
health and environment.

4. To consider the work of other
govemments’ regulstory programs in
conducting our own regulatory reviews, so
that we may benefit from this work, and
promote internationally consissent
regulations.
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B. Legal Axthority

This notice sets fonhEPAlﬁmlpohcy
concerning the export of pesticide products
and the notification to other countries of
pesticide sale and use in the United States.!
Section 17 of the Federal Insecticide,
Fungicide, nd Rodenticide Act (FIFRA)
contains the legal suthority for EPA to carry
oulhucpohcu.'l'hepvvmmsofFIFRA
sml‘leomanmgexmofpancm
were first enacted in the Federal |
Environmental Pesticide Control Act of 1972,
(Pub.L92—516)wh:d:nna|dedF[FRA.'lhe
mmfornponmhﬁahm(wcuon'
17(a)) were added in amendments to FIFRA
through the Federal Pesticide Act of 1978
(Pub. L. 95-396).

An tmportant part of section 17 is the
provision of information to foreign purchasers
and other govermnments concerning the |
registration status of pesticide products in the
United States and EPA’s conclusions
regarding the safety of cerain pesticide
products. Section 17 of FIFRA currently
mandates three systems of notification:

(1) Labeling on exported products.

(2) A notice to the foreign purchaser as
well as the importing country of the export
of an unregistered pesticide.

(3) A notice to all countries of certain
regulatory control] actions taken by EPA.
Section 17 also directs EPA to participate in
international efforts in pesticide research and
regulation. The provisions of section 17
concerning pesticide exparts are presented
below.

1. FIFRA section 17(a). FIFRA section
17(s) provides as follows:

(=) Pesticides and Devices Intended for Export.-
Notwithstanding any ather provision of this Act, no
pesticide or device or active ingredient used in
prodocing a pesticide intended solely for export to
any foreign country shall be deemed in violation
of this Act-

(1) when prepared or packed according 1o the
specifications or directians of the foreign purchaser,
except that producers of such pesticides and
devices and active ingredients used in producing
pesticades shall be subject 10 sections 2(p),
2Q(XA). (). (D), (E), (G), ad G{).XQXZXA).
(B),(C)G)md(m’).nd(‘D) 7, and 8 of this Act;!

pesticide under section 3 or sald under
section 6(a)(1) of this Act, if prior 1o export, the
foreign purchaser has signed s statement
Mummwm
mdlmdcnnmwfammthum
States and cannot be sedd in the United Skates under

this Act. A copy of that statement shall be
transmitted 10 an appropriste official of the
govemment of the importing country.

EPA interprets soction 17(a) to provide
authority for EPA 10 establish the specific
requirements for labeling of exported

. pesticides and to establish the specific
requirements and procedures for obtaining
and distributing purchaser scknowledgement
statements set forth in this policy.

a)mthanedmypemdeahathna :
registered

2. FIFRA section 17(b). FIFRA section
17(b) provides as follows:

() Cancellasion Notices Furnizshed to Farsign
Governments— Whenever a registration, or &
cancellation or suspension of the registration of a
pesticide becomes cffective, or ceases 1o be
the&uDepnmnunnouﬁnnmmuadlou
governements of other countries nd 10 approprisse
interational agencies. Such notificstion shall, upon
request, mdude all nformation relsted 1o the
cancellation or suspension of the registration of the
pesticides that are registered under soction 3 of this
Act and that could be used in licu of such pesticide.

3. FIFRA section 17(d). FIFRA section
17(d) provides as follows:

(d) Cooperation in International Efforts.-The
Administrator shall, in cooperation with the
Department of Staste and any other appropriate
Federal agency, participate and cooperte in any
international efforts 1o develop improved pesticde

rescarch and regulations.

C. Global Pesticide Market; Exports from
United States; Pesticide Usage,; Agricultural
Imports

EPA estimates that 4 billion pounds of
conventional pesticides (measured a3 active
ingredients) are produced and used in the
world amually. (Conventional pesticides
include chemicals (other than wood
preservatives) produced for, and marketed
primarily as pesticides: this estimate excludes
sulfur, petroleum distillates, and chlorine, all
of which have substantial use both as -
pesticides and non-pesticides.) About three-
fourths of the pesticides produced world-wide

_(3 billion pounds) is used for agricultural

purposes. The remainder (about 1 billion
pounds) is used for non-agricultural purposes.
The United States, along with other
industrialized countries such as Gamany and
the United Kingdom, is a major exporter of
pesticides. In 1989, the United States
éxported approximately 380 million pounds
of active ingredient pesticides; this figure
represents approximately 29 percent of
overall US. pesticide production, and
approximately 10 percent of the total world
pesticide consumption, not including wood
preservalives or disinfectants. An analysis
conducted by the U.S. Department of
Agriculuure's Economic Research Service
(ERS) estimates that in 1989, otal US.
pesticide sales were $6.5 billion, of which
$2.0 bilbon were identified as export sales.
The Uniied Staies is also s major importer of
agriculnxal commodities. In general, imports
comprise about 15 percent of total U.S. .
agricultural product consumption. For certain
itams--coffee, bansnas and cocoa, for
example — imports are s much higher
percentage of the total U.S. consumption.
Pesticides are used in the production and
storage of many of the imported food
commodities that Americans consume.

D. Reasons for Review of EPA’s 1980 Export
Policy

1. Health/environmertal concerns. EPA
undertook a review of its export policy at a
time of growing public concern both about
pesticide residues, particularly in imported
foods, and also about the contribution of
American-made pesticides 1o health and
environmental problems in the developing
world. EPA is concerned about food safety,
the quality of the global environment and
about public health around the world, and
believes that it was appropriste o review its
policies to see how it could better address
these health and environmental concemns.

In the United States and the international
commumity, some have expressed the view
that the United States should not permit the
expor of pesticides that are not registered for
use in the United States. This view sppears
to be based on the perception that pesticides
which are not registered for use in the United
States, and which are mamufactured in the
United States for export to other countries,
are inherently more dangerous than those that
are registered for use here.

FIFRA provides EPA with only imited
authority to prohibit pesticide exports. As a
matter of policy, however, the Agency’s
position is that banning exports of
unregistered pesticides will not necessarily
solve the problems associated with pesticide
use and misuse in other countries. The
Agency's views in this regard have been
based, in part, on the following four premises.
First, controlling the export of products from
the United States alone will not resolve the
problems associated with pesticide use in
developing countries. The United States is
one of many pesticide exporters-exporting
spproximately 10 percent of the total world
pesticide consumption. Many countries,
including some developing countries, have
the manufacturing capability to produce and
expor pesticides which have been banned or
which are unregistered in the United States.

Second, EPA believes that it may be more
effective to concentrate on controlling the
management and use of all pesticide products,
in order © reduce unnecessary exposure,
classes of U.S. pesticides from intemational
trade. Third, EPA’s regulatory decisions are
based upon risk/benefit evaluations specific to
tthmwdSmu The risk/benefit balance in
other countries may differ from the United
States due to differences in growing
m-dpulmolpoblumuwell
.as public health and environmental
considerations. Thus, the fact that & pesticide
is not registered in the United States may
provide little indication of whether the
pesticide poses a serious health or
environmental threat when used in other
countries. Fourth, pesticide manufacturers
may not soek to register a product in the
United States simply because there is no need
for it here. For example, the product may
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control a pest that is not & problem in this
country or may be used on crops not
commonly grown here. For these reasons,
EPA strongly supports upgrading infarmation
and technical assistance 1o other countries o
hdpdxannnkznomxddecnmonpewmde
use and regulation.

Cmnnbomd:eexpatofbmdor
unregistered pesticides has boen linked to
fears that food imported into the United
States will contain illegal residues of
pesticides which cannot be used here. This
possibility has been termed the *“Circle of
Poisan_’* Data gathered from residue
monitoring programs, however, do not lend
support to the *‘Circle of Poison’” theory.
Although the data base is not as extensive as
many would like, the results of food
monitoring programs show that imported
foods generally do not contain either elevated
levdsorahrgemnnbaofpuuademdnes.
relative to domestic food samples.
thnmae.thelcvelsdlnmfotmddoml
genenally present any significant public health
threat. (See statistics from food tmport
monitoring programs, discussed below.) EPA,
the Food and Drug Administration (FDA),
and the U.S. Department of Agriculture
(USDA) have several programs in place to
ensure the safety of imported food. These
agencies are warking together 1o address
public concerns about the **Circle of Poison™
.. and to share information to strengthen their
programs will be discussed briefly below.

a FDA’s programs. Under the Federal
Food, Drug, and Cosmetic Act (FFDCA),
EPA is responsible for setting tolerances
(maximum permissible residue levels) for
pesticides in or on food and feed crops and
.in processed foods. While EPA establishes
these tolerances, the FDA is responsible for
enforcing tolerances. Under a surveillance
monitoring program, FDA samples individual
lots of domestically produced and imported
foods and analyzes them for pesticide
residues. Using five multi-residue testing
methods routinely, FDA can detect and
messure about half of the pesticides with
EPA tolerances, as well a3 others that have
no lerances, plus numerous metabolites,
impurities, and alteration products of both
those pesticides with U.S. tolerances, single
residue testing methods are available 10 test
for those residues not detected by the multi-
residue methods. Single residue methods are
also used for surveys for specific pesticides
of concern. The analytical methods used to-
measure the residues are generally capable of
determining levels well below tolerance -

" values. EPA's policy is that the Agency will
not grant a food use registration under FIFRA
or a tolerance under FFDCA unless there is
a validated analytical method for detecting
snd measuring residucs.

The FDA imposes various sanctions on
domestic and imported foods found to contain
illegal residues of pesticides. Domestic foods

are subject to seizure or injunction and
imported foods may be detained at the port
of entry when illegal residues are found. In
the case of imports, **sutomatic detention’’
may also be invoked as a result of a single
violative shipment. Automatic detention
presumes that the violative condition may
persist in subsequent shipments of the same
food (same shipner or grower, same growing
scason). For this reason, subsequent
shipments are automatically detzined and
required to be accompanied by a valid
certificate of analysis from a private
laboratory before they are allowed to enter
the country.

The most recent statistics on FDA
monitoring activities, which were compiled
for Fiscal Year 1991 (October 1, 1990
through September 30, 1991) show that
l9082umplummlyudmxialhe
regulatory monitoring Wou:h.Ofthﬁe.
8466 were domestic and 10,616 were imports.

FDA collects two categories of samples-
“‘surveillance”” and *‘compliance’’ samples.
Most samples gathered are surveillance
samples-collected when there is no reason to
suspect that a particular shipment contains
illegal residues. Compliance samples are

taken for follow-up when a residue problem .

is known or

Of the 9,933 import surveillance samples
analyzed, 69% had no residues detected, less
than 1% had over-tolerance residucs, and 2%
had residues for which there was no tolerance

for that particular'pesticide/commodity
combination. Fruits and vegetables accounted

> for 78% of the import surveillance samples.

Of the fruits and vegetables tested, 65% and
68% of samples, respectively, had no residues
detected. Each group had less than 1% of
samples with over-tolerance residues. One
percent of the fruit ssmples and 3% of the
vegetables. samples had residues for which
there was no tolerance. No residues were
found in 90% of the milk/dairy products
group, and no samples were violative.

The majority of illegal residues found
result from use of a pesticide on a particular
commodity for which there is no tolerance,
although tolerances for residues of that

cases where no tolarance existed, or where
dlemnduawmovulhetohmlﬂel.
sanctions were i

FDA acquires mformation on pesticide
usage in countries exporting food 1o the
United States for use in planning and
conducting its pesticide monitoring activities.
FDA's primary source for such data has been
the Bantelle World Agrochemical Data Bank,
a compuier data base containing foreign
usage data for sbout 20-25 countries. The
Pesticide Monitoring Improvements Act of
1988 requires FDA to negotiate with the
govemments of major exporting countries for
pesticide usage data, with the sim of
enhancing FDA's ability to direct analysis
toward those residues of specific pesticides
known or thought to have been used on

particular commodities. Since the passage of
the Pesticide Monitoring Improvements Act,
FDA has expanded its coverage of imported
foods sampled, testing a wider range of foods.
EPA will also be able to regularly provide
FDA and USDA with information conceming
which countries are receiving certain
pesticides from exporters in the United States,
in accordance with the provisions of EPA’s
Class Determination 1-91, Identity of the
Importing Country, (inciuded in today’s
policy), FIFRA section 17(a)(2), and the
regulations governing disclosure of business
information to other Federal agencies at 40
CFR 2209. (The confidential status of
information submitted 1o EPA in purchaser
scknowledgement statements is discussed in

~ Unit TILC. of this preamble.)

b. USDA’s programs. Responsibility for
monitloring meat and poultry exported to the
United States to ensure that it is wholesome
and accurately labeled, in accordance with
U.S. standards, belongs to USDA. The Food
Safety and Inspection Sexvice (FSIS) of
USDA implements inspection and sampling
_programs as required by the Federal Meat
Inspection Act, the Poultry Products
Inspection Act, and the Egg Products
Inspection Act.

Federal meat and poultry inspection laws
requn'ecowmesexpmungmeuorpotﬂuyw
the United States to impose i
requirements at least equal to U.S.
requirements. USDA’s Foreign Programs
Division evaluates foreign meat and poultry
inspection programs through system reviews,
including on-site reviews of plants in
exporting countries. FSIS also conducts port
of entry reinspection of meat and poultry
products exported to the United States.
Imported meat and poultry products are
sampled for food chemistry and
microbiological hazards as well as chemical
residues (including pesticides) and drug
residues. During 1990, 14,170 residue
samples of imported product were analyzed
for drug and chemical residues. Only 11
ssmples were found to contain violative
levels.

2. Congressional oversight. In April 1989,
the General Accounting Office issued a report
to the Chairman of the Environment, Energy,
and Natuzral Resources Subcommittee,
Committee on Government Operations, of the
U.S. House of Representatives, entitled,
PESTICIDES: Export of Unregistered
Pesticides is not Monitored by
EPA (GAO/RCED-89-128). GAO identified
problems in EPA’s monitoring program
regarding the section 17(a) purchaser
acknowledgement statement requirement and
reported that foreign countries were not being
adequately notified on pesticides of concem
in the United States pursuant to section 17(b).
GAO recommended to the EPA
Administrator that EPA take actions to
strengthen its oversight of pesticide exports,
inchuding: (1) monitoring compliance with
purchaser acknowledgement statement
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requirements; (2) changing its enforcement

policy conceming the export of unregistered

pesticides under section 17(a); and (3)

developing criteria and procedures 1o improve

preparation and issuance of section 17(b)

notices of control actions, specifically

addressing the issue of what constitutes a
“‘significant action’* involving a pesticide.

GAO was critical of an exemption to the
purchaser acknowledgement statement
requirement of section 17(a), established in a
1980 Policy Statement (45 FR 50274), July
28, 1980. This 1980 policy exempted
exporters of unregistered pesticide products
which were **similar in composition and use
pattern to a federally registered product”’
from the purchaser acknowledgement
requirements of section 17(a)2). GAQ
concluded that this policy exempted the
majority of pesticide exports from the notice
requirement, and also conchided that the
exemption made it extremely difficult for
EPA to monitor compliance with section
17(a).

On May 3, 1989, the Environment, Energy,
and Natural Resources Subcommittce, held a
hearing on the topic of pesticide exports. In
addition to the issues raised in the GAO
report, the Subcomminiee requested that EPA
officials discuss: trends in U.S. pesticide
production and exports; EPA’s performance
and policies relating to the implementation,

" monitoring, and enforcement of section 17 of
FIFRA; EPA’s responsibilities undér the
FFDCA 10 establish pesticide wlerances
(maximum level of pesticide residue -
permitted on food or feed); effarts by EPA
 assist FDA and USDA in the identification
of potentially adulterated food imports; U.S.
involvement in intemational discussions °
relating to the Prior Informed Consent (PIC)
concept (37 FR 58390, December 9, 1992);
and EPA’s efforts o provide technical
assistance to foreign countries.

EPA officials testified at the hearing that
EPA’s implementation of the notification
procedures needed improvement and agreed
0 review its program and propose
alernatives that would be mare effective in
communicating o other govarnments the
potential risks associated with certain
pesticides. EPA also indicated that it had
already concluded that notification systems
alone would not resolve the types of probiems
associsted with the use of pesticides in
allocated a portion of its limited resources to
providing technical sssistance w0 developing
countries. This export policy review was
iﬁdnednﬂnaunludmofmnhuing.()n
February 12, 1990 (55 FR 4956), EPA
published proposed policy changes entitled
the Pesticide Export Policies Review and
proposed amendments to the 1980 policy. The
proposals discussed possible revisions to
export labeling requirements, confidentiality
provisions, and intemational pesticide

notifications.

On March 28, 1930, the Committee on
Agriculuure, Nutrition, and Forestry, of the
U.S. Senate held a hearing on pesticide
exports. The Committee invited EPA 1o
address proposed legislation, the proposed
Pesticide Export Reform Act of 1990 (S.
2227), as well as EPA’s February 12, 1990
export policy proposals. At the hearing, EPA
officials testified in suppart of strengthening
the provisions of FIFRA goveming the export
ofpesdcidesbldd'usgmwhgmu
sbout international trade in banmed and
severely restricted pesticides. EPA expressed
support for amending section 17 of FIFRA 1o
embleEPAlonmﬁxllyimp&:nmtdxe;lia
informed consent procedure of the United
NuiomFoodmdAgiwlnm(kgmiuﬁon
(FAO)md&:vixmunuqugnmme(UNEP).

At the hearing, the February 12, 1990
proposed policy changes were discussed,
along with EPA’s efforts to develop
education and training workshops in pesticide
regulation and management for other
countries, especially developing countriés.
EPA also stated its wish to be consistent with
(PIC) procedures. (See 55 FR 4962.) PIC
procedures sre described in more detail in
Unit [ILE. of this preamble. (Copies of EPA’s
testimony for this and s
Congressional hearings on the export of
pesticides are included in the public record
for this policy statement, as discussed in Unit
V of this preamble.)

EPA believes that improvements to anrent
law are necessary to mprove or help o
ensure FDA and USDA have the ability to
monitor imported food for illegal pesticide
residues, regardless of the arigin of the
pesticide. Suggestions proposed to Congress
by EPA would help © ensure that
unregistered pesticides have been reviewed
‘and approved by an OECD country, and that
the data supporting the approval are availsble
to potential importing countrics to assist their
decision-making. While EPA supports
improvements to the current law, this policy
statement is based upon current FIFRA
requirements.

IILL Discussion of the 1980 Policy, the 1999
Proposal, Public Commeats, and
Respomses 0 Comments

EPA received 40 sets of comments on its
Februsry 12, 1990 policy proposals: 18 from

organizations; 16 from foreign govemments,
1 from a representative of the Organization
fm&:aunicCoopam‘onmdDevebmml
(OBCD);Ifmmnmxdtingﬁnn.md2
from United States government agencies. The
comments addressed all of the general areas
of the proposed policy revisions. A brief
discussion of the 1980 Export Policy, EPA’s
1990 proposal, comments received and EPA"s
responses are presented below.

A. Section 17(a)(1)-Label and Labeling
Requiremen:s for Exported Pesticide
Products

1. Applicability of the label statemens *"Not
Registered for Use in the United States of
America’’ required by section 17(a)1). — a.
1980 policy. EPA’s 1980 policy provided that
in accordance with FIFRA section 17(aX1),
al]meginaedpuﬁcidumnhxvehbdsa
labeling which contain the statement **Not
Registered for Use in the United States of
Amezica.’’ The statement must be
conspicuous and readable. The 1980 policy
also required that this statement appesr in
both English and the language of the
importing country.

b. 1990 pr - EPA proposed clarifying
dmnllmginaedpmdnmmmteonmly
with the labeling provisions of section
17(aX1), and that all products not bearing a
valid EPA registration number must state
**Not Registered for Use in the United States
ofAmica"ond\eirhbdsahbclhg.The
stalement must be conspicuous and readable,
and meet the i for multilingual
labels as defined in § 168.65(b)4) of this
policy.

c. Comments. A number of industry
representatives commented on the o
applicability of this requirement and ways to
tmprove its utility. Three commentors thought
that the ‘‘Not Registered for Use in the
United States’ labeling statement
requirement did not currently apply to
products which are claimed to be similar in
composition and use to a U.S. registered
product, and favared continuing that
spproach. Three other commentors also
supported this spproach. Two commentors
suggesied that EPA allow the statement 1o be
cxpanded either to account for variations or
to be reworded or supplemented, ¢.g., *‘this
product is similar to a registered product...”
The remaining commentors on this issue
stated that the language *‘Not Registered for
Use in the United States of America’® should
not be required on immediate product
packaging since it would require relabeling in
the importing country or the country of
distribution. They suggested that exporters
should be allowed to place this statement on
d'acoubidehbdhg,i.e..mlhcdﬁpphgor

. .

d. Response. Section 2(qX1XH) of FIFRA
requires that each unregistered exported
product have the statement **Not Registered
for Use in the United States of America®’ on
the product label. Due to the range of
interpretations expressed in the comments,
EPAbeBevutlu'eilnneadbclnifythn
point in this policy.

The statute prescribes that the label of an
exported unregistered product must bear the
statement “*Not Registered for Use in the
United States of America.” Alernative
statements which do not clearly inform the
reader that the product is unregistered would
not meet this requirement. EPA agroes,
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however, that certain additional clarifying
language could improve the usefulness of this
stalement, since the meaning of the term *‘not
registered”” may be unclear to handlers and
users of pesticides in other countries.
Therefore, EPA has decided that exparters
may add language to the label 10 explain why
the product is not considered 1o be a
registered product in the Uniied Siases. For
example, where s particular product is
unregistered because a lsheled exported use
includes a crop not included in the U.S.
registration, it would be acceptable w0 add the
statement ‘‘Not registered for Use on
[unregistered use crop] in the United States
of America.’ it would also be permissible. to
add clerifying language after the statement
**Not Registered for Use in the Unised States
of America® such as **For research vse

only.

In addition, EPA would not object io
language which clarifies the registration
status, such as adding the statement *“No
Longer Registered for Use in the United
States of America’’ or adding information

regarding the reason why the registration was _

dropped. The labeling statement must not,
however, obscure the fact that the product is
not registered for use in the United States and
camot be sold for use in the United States.
EPA will consider as mishranded sny
exponcdmpstaedpndnawhlchdounot
contain the basic statement *‘Not Registered
fotUscin!thniledStmofAniaiu"or
to which any added labeling langiiage is false
or misleading, as in suggesting that the

" product is in fact registered. .

As described elsewhere in this policy, the
statement **Not Registered For Use in the
United States of America’ may be included
on the supplemental labeling, rather than on
the immediate product peckaging.

2. Applicability of the labeling requirement
lo research and development products.— a.
1980 policy. The 1980 policy specifically
mxeddmnmcndlqtmofpunades
are subject o the policy’s labeling ions.

b. 1990 proposal. EPA proposed 1o clarify
that the labeling requirements of section
17(a)X1) applied to all exported pesticides
without exception. EPA believed that
clarification was necessary to ensure that
exported R&D pesticide products that are
exempted from other provisions of section 17
of FIFRA still meet the labeling requirements
of section 17(aX1).

¢. Comments. Some commentors stited that
it was their understanding that research shd
development (R&D) pesticides were not

*  considered 0 be pesticides under FIFRA,

. mdmgtod\ep'ovmapowaRpat
172 (Experimental Use Parmits), and that
such substances would therefore not be
lubjecttomyPlFRAnqmunthdmg
labeling. Commentors also stated that since
these chemicals would be used under highly
controlled conditions by highly skilled
individuals there would be little noed for the
roquired labeling. Commentors noted tha

since these products were stil! in the
developmental stage, many of the required
statements could not be made.

Two environmental groups disagreed with
the concept of exempting R&D chemicals
from any labeling requirements.
believed that there should be tighter
regulation of R&D chemicals because less is
krown abow them than is known about

commercial

products.

d. Response. EPA disagrees with those
commentors who stated that R&D pestici
are not pesticides regulated under FIFRA.
The Agency does regulate RAD pesticides
under FIFRA, even though the Agency may
hlvedetamnndthncatnnk&Dpaumdu
would not be subject to all the
of FIFRA (e.g., See 40 CFR part 152).

In addition, EPA does not find any of the
arguments against labeling requirements for
R&D pesticides o be compelling. The
minimal identity and safety information
required on export labeling in section
17(aX(1), is useful in ensuring that such
pesticides are properly identified during
shipment and upon arrival in the importing
country. The Agency belicves that it'is
important to treat R&D pesticides that are
exported consistently with our trestment of
Ré&D pesticides in the United States.
Therefore, when R&D pesticides are
exported, such R&D pesticides are subject to
the FIFRA section 17(a)(1) labeling
requirements described in this policy.

In addition, the Agency has determined that
in order to protect confidentiality, the
exporter may choose to use coded
information to identify the ingredients on the
labeling of exported pesticide products
shipped for R&D purposes. (See 40 CFR
168.65(bX1Xiv) of this document.)

3. Supplemental labeling. Under section
2(p) of FIFRA, labels are written, printed, or
graphic material *‘on or attached to the
pesticide...or anry of its containers or
wrappers.”” Labeling, including supplemental
labeling, refers to labels and any written,
printed, or graphic material sccompanying the
pesticide or device at any time or to which
reference is made on the label.

a. 1980 policy. In the 1980 policy,

there were conflicts between United States
and foreign label requirements. The 1980
policy provided that supplemental labeling
may be attached 1o or accompeny the product
container or shipping container. The policy
emphasized that the Agency intended to be

a3 flexible as possible on this issue. Exporters

were permitied to use 8 variety of types of
labeling to comply with the requirements of
FIFRA, a3 long a3 the labels or labeling,
whmhkcnbged\a conform 1 the FIFRA
section 17(a)1) requirements.

b. 1990 pr . EPA proposed
maintaining its 1980 policy regarding
supplemental labeling of exported ics
This policy allows the placement of label

statements either on the label or on the
hbcling(i.e..mnchedmmid)ubngud\e
labels and labeling, taken together, fulfill the
requirements of FIFRA section 17(a)X1). EPA
alternatively proposed to clarify that certain
language had 1o sppear on the immediae
container unless there was 2 direct conflict
with foreign labeling requirements. -

c. Commerus. The majority of commentors
favored continuing the 1980 policy, but also
indicated a need for clarification of when
nwlunmallnbehngullbwed.whnmy
be included in supplemental labeling, and
what supporting documentation may be
needed to allow the Agency 10 ensure
compliance.

While one foreign government commented
in favor of continuing the existing policy,
most of the comments on supplemental
labeling were received from mdustry. All of
the comments from industry representatives
supported reducing the label requirements for
exported pesticide products, and allowing
exporters to place the majority of the required
statements on attached labeling. Two .
commentors stated that exporters should be
allowed to place all bilingua! or multilingual
statements on supplemental labeling, and that
it should be permissible to place on
immediate containers, labels only in the
language of the country of intended use. One
commentor stated that the policy should
explicitly allow this. Two commentors stated
that if the purchasing country was different
from the country of final destination, the
purchaser would never see the immediste
containers and thus labeling i their language
would be of no use. The commentors said that

placing U.S.-required statements on
immediate containers would simply mean that
those containers would have 10 be relabeled
at a later date.

Three commentors stated that the

multilingual requirement for labels (55 FR
'4971) would cause problems uniess
supplemental labeling were generally
allowed. Two cited situations where such
products would have to be repackaged or
reprocessed overseas before final sale and
use. The other commentors mentioned that
having several translations on the label would
take up too much space and crowd the labels.
Two commentors stated that imposing U S.
product label requirements would interfere
with the ability of foreign governments to
regulate pesticides. One of these commentors
suggesied that requiring U.S. labeling
statements on exparied products would insult
foreign national sovereignty. The other staiad
that their customers were incredulous that
certain FIFRA required stasements woukd
have to be on the immediate container labels
of products they purchased from U.S.
manufacturers. Two commentors said that
once a product is exported, EPA would not
be able to enforce label provisions.

d. Response. The Agency continues ©
support the position stated in its 1980 policy
statement that EPA will allow exportars ©
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meet the labeling requirements in FIFRA by
the use of supplemental labeling. By this
policy, EPA makes it pogsible for exporters
10 also meet the labe] and labeling
requirements of foreign purchasers and
regulatory authorities.

EPA agrees with commentors who state
that it should be permissible 10 label
immediate containers in accordance with the
requirements of the country of intended use,
and to include any FIFRA required statements
on supplemental labeling which must
accompany shipping containers. EPA also
agrees that the multilingual labeling
requirements may be met throvch
supplemental labeling. The mwidlingual
requiremnent is intended to ensure that
appropriate information is available to all
persons who come in contact with a pesticide,
and attaching that information to shipping
containers will accomplizh this purpose while
the pesticide is being transported. This also
allows the product to be labeled in 8 marmer
that is considered appropriste by the

Finally, EPA belicves that it is not
appropriate to require evidence that s FIFRA
requirements of a foreign country in order to
allow supplemental labeling. The government
of a foreign country may prefer or require

that the label be only in the language of their -

country, that the label present certamn:
information in a specified format, or that the
label conform to an accepted international
label scheme.
Consequently, EPA has decided that the
labeling requirements under section 17(a)1)
may be met either with s label attached to the
product container or with supplemental
labeling attached to the shipping containers.
The supplemental labeling must be attached
to the immediate product container or the
shipping container at all times when it is
shipped or held for shipping in the United
States. For example, placing required
information on the supplemental labeling of
exported pesticides would be considered
appropriate in the following situations: where
the immediate pesticide containers are labeled
. to meet foreign purchaser requirements or
intemational labeling conventions; where the
producer uses supplemental labeling 0 meet
multilingual labeling requirements; or where
the producer belicves there may be problems
meeting the labeling requirements of foreign
countries if U.S. labeling information is
included on the immediate product containers.
The exporter must only determine which
labeling provisions are not met through
information on the label attached 10 the
requirements through supplemental labeling.
. Where the supplemental labeling and
emmmhbelmhkmtogedumd\e

Jor Lakbﬁ'om Bilingual to Multilingual —

a. 1980 policy. FIFRA section 2(qX1XE)
requires that *‘any word, statement, or other
information’’ required pursuant to its
authority must be *‘...in such terms as to
render them likely 1o be read and understood
by the ordinary individual under customary
conditions of purchase and use.”” EPA’s 1980
policy statement mterpreted this language to
require bilingual statements, in English and
the language of the importing country, for: (i)
The warning and caution statements, (ii) the
ingredient statement, (iii) where required, the
word ‘‘poison’’ and the statement of practical
treatment, and if required, (iv) the statement
*‘Not Registered for Use in the United States
of America.””

The 1980 policy stated that *‘any language
in which official government business is
conducted in the country or which is the
predominantly spoken language of the
country is acceptable as the second language
on the label.’” 45 FR 50275 (July 28, 1980.)

EPA’s authority to estsblish bilingual
labeling requirements for exported pesticides
was affirmed by an EPA administrative law
judge. See In the Matter of Shield-Brite
Corporation, (Docket No. FIFRA-90-H-02,
June 28, 1991).

b. 1990 Proposal. EPA proposed to require
that labeling statements, which are currently
required to be bilingual, be multilingual. As
such, the labeling statements Would have to
appear in English, in the language of the
purchaser’s country, and if different, in the
language of the country of final destination.
This was done to address those situations
where a product is exported to more than one
country, as well as when the country of final
destination is different from the country to
which it is initially exported. .

¢. Comments. EPA received a number of
comments on this issue. Approximately 12
commentors supported retaining the qurent
bilingual labeling requirements. Two
environmental groups and two countries
strongly supported multilingual labeling. One
commentor suggested that all precautionary
statements be multilingual. Nine industry
commentors strongly objected to multilingual
labeling as impractical, unnecessary,
burdensome, and stated that it would put the
United States st s competitive disadvantage.
Two countries favored muliilingual labeling,
stating the importance of readable labels at
use sites. Another country stated that it had’
‘its own strict requirements for labeling to be
in its own language, but did not explain
whether bilingual or multilingual label
statements were permitted. One country
responded that it expecied labels to be in its
own language.

Pesticide industry commentors expressed
strong objections to this proposal and
expressed a preference for bilingual labeling.
Sevenl stated that only English and the -
language of the country of final destination °
should be on the label since the intermediate
country only transfers the pesticide. Other
industry commentors stated that the label

should be bilingual but not in the language
of the country of final destination because
this is often not known.

Several commentors stated that this
requirement would cause problems in the case
of reformulated technical active ingredients,
since labeling of technical products would not
be sent with the reformulated products. In .
addition, it is often difficult to anticipate the
final destinations when technical products are

i from the United States.

d. Response. EPA believes that
multilingual labeling is required for the
commmication of important information on
the safe and effective handling of pesticides.
Howcva.EPAnchuowledgumndxenm
kikely to be situations where it is i
for the U.S. exporter to know the identity of
each country to which a pesticide may :
eventually be shipped. Therefore, an exporter
must only include the language of each
country to which the exporter knows, or can
reasonably be expecied 1o know, that the
product will be shipped. For this reason, EPA
is qualifying the requirement by adding the
phurase **if known, or reasonably
ascertainable™” when referring to the need to
include the language of the country of final
destination.

Examples of when the exporter can
reasonably be expected to know the
destinations of a shipment, include but are not
limited to the following: there is
documeniation in the exporter’s files, e.g.,
sales or shipping contracts, which specify the
destination of the specific shipment; an
exporter’s history of transactions with a

" particular customer would indicate where

particular pesticides have been shipped and
indicate where this shipment is likely to go;
there is documentation in the exporter’s files
which indicates that a pesticide is being
shipped 1© 2 country as an intermediate
destination and will be reshipped to other
countries for importation, in which case the
other countries are considered the final
destinati

EPA xcknowledges that where a product is
a concentrated active ingredient shipped to a
foreign purchaser for reformulation, the US.
exporter may not be able 1o anticipate all
possible reformulations and their destination.
For exsmple, if a technical grade active
ingredient is exported for reformulation into
end-use products in the importing country, the
exporter may not know where the end-use
products will be shipped. In this case, the
exporter would only be required to label the
product in English, and the language of the
importing country. Note,-however, that if the
exporter knows, or can be reasonably
expected o0 know, that the active ingredient
is being shipped to &n intermediary who will
ship it to another country where reformulation
would take place, multilingual Jabeling would
be required in English, in the language of the
country of the intermediary, and in the
language of the country of the reformulator,
who is considered 10 be the final destination.
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Although EPA believes thar multilingual
labeling will help to communicate more
information to people who come into contact
with pesticides during shipment, handling,
and use, EPA also recognizes that there are
limitations to the usefulness of multilingual
labeling. Some users of pesticides may not be
able to read, and for those people, pictures or
symbols may be more effective in conveying
use and safety information. As such, EPA has
reviewed and strongly supports the
Guidelines on Good Labeling Practice
developed by the Food and Agriculture
Organization of the United Nations, March
1985. These guidelines were prepared with
the intention of assisting people who prepare
pesticide labels, in commumnicating the
essential elements of the safe and effective
use of pesticides to end-users.

The FAO guidelines recommend
communicating information on hazard by
using the pictorial representations indicating
toxicity, flammability, explosiveness,
oxidation, irritancy, and corrosiveness. In
addition, intemational symbols used to
indicate various physical properties have been
combined with short hazard classification
statements, used in the World Health
Organization (WHO) Hazard Classification
System. WHO’s hazard classification is based
on the hazard presented by the farmulated
product (e.g., 8 WHO Class Ia pesticide
active ingredient could be in Class I when
formulated.)

The guidelines also recommend using color
coding, based on the toxicity of the product,
and should be linked to the WHO
Recommended Classification of Pesticides by
Hazard. The FAO guidance suggests plncmg
a band at the bottom of the label,
not less than 15% of the label area, in the
appropriate color for the hazard classification.
For pesticides which fall into the WHO Class
1a or Ib, red is reccommended. Pesticides
which are classified as WHO Class II should
have a yellow band, and pesticides in WHO
Class 111, a blue band. Pesticides in WHO
Class Il which are technical products
unlikely to present hazard in normal use
(Table 5 of WHO classification Guidance),
should have a green bend.

EPA is considering whéther to also require
the WHO hazard classification, along with the
appropriate color code and pictograms, on the
label or labeling of pesticides for export. This
issue may be addressed in & fune Federal
Register.

Mmofpunc;deptodu:ufaexmn
are reminded that they may label products
according to WHO guidelines in order to
meet the requirements of foreign purchasers,
uhtgudlellbelm;requnmuof
section 17(:)(l)ndeambedmthnpobcym
met. If necessary, supplemental labeling as
described in this policy may be used in order
to meet the labeling requirements of section
12(aX1) when immediate containers are
labeled in accordance with WHO guidelines.

5. Modification of the use classification
Statements.— a. 1980 policy. FIFRA section
2(q)(2)reqmmdmpuu:1depod|c(hbels
contain a statemnent of the use classification
under which the product is registered. The -
1980 policy stated that the use classification
maust appear on the labeling of the pesticide;
¢.g., for restricted use pesticides, the
statement *‘Restricted Use Pesticide’’ must
appear on the label or labeling. However,
summary statements regarding the terms of
the restriction, e.g., *‘For retsil sale to and
ln)hcmonlybyCunﬁedAuﬂnm
were not

b. 1990 proposal. EPA did not propose any
.hmgutodxemedmnﬁ:mm

requirement.
¢. Comments. A number of commentors

" requested clarification of what information

EPA might allow to explain use classification
statements to make them more understandable
in other countries. Several commentors both
from industry and environmental groups
stated that terminology normally included in
the use classification statement of products
registered in the United States would be
canfusing to importing countries. Some
commentors stated that the term *“restricted
use pesticide”” might be confused with the
UNEP/FAO term “'severely restricted’’ which
has a different from *‘restricted use
pesticide’” under FIFRA. A suggested
modification was that EPA allow the exporter
to include the terms of the restriction with
this statement. .

d. Response. lnthel980pohcymm=n!.
EPA stated that all of the conditions
applicable to a use classification need not be
listed on the labeling. EPA believed that such
conditions may not have much meaning
outside of the United States. For example, the
smmuu"Formmlnletomdmm}yby
Cenified Applicators...” would have linle
meaning to someone not familiar with U S.
pesticide regulations. The comments EPA
received suggested that even the besic terms
used in use classifications (e.g., *‘restricted
use pesticide”’can result in confusion.
Therefore, EPA agrees that some
clarifications should be allowed, as long as
they do not obscure the classification
statemnent. Thus, it is permissible o add
explanatory language which accurately
explains the meaning of a use classification.
For example, the statement *‘restricted use
pesticide’” may be expanded to read:
**Restricted in the United States of America
10 use by certified spplicatars’’ or
**Restricted Use Pesticide. In the United
States this product is restricted to use by
applicators determined by each state 1o be
competent in pesticide application, and
human health and environmental .
cansequences of misuse.”” Note, however,
that if such explanatory ¢ falsely
represents or is misleading fegarding the use
classification in the United States, the product
will be considered misbranded. EPA also
wishes to point out that & use classification

s}nuldonlybehnndlfmhubemunpwd
pursuant to the U.S. registration.
6. Identities of parties required on the

label. The 1990 proposal provided guidance
on elements which must sppear on the label

or labeling of each exported product (55 FR

. 4971, February 12, 1990.) Under **Identity of

Parties,”’ the proposal read: *‘Name and
address of the producer, registrant (if any),
and the person for whom the pesticide was
produced, must appear in the labeling.”* This
sentence should have read *“Name and
address of the producer, registrant (if any), or
the person for whom the pesticide was
produced must appear in the labeling.’’ The
correct language is being used in the final
policy.

B. FIFRA Section 17(a)(2)-Procedures for
Exporting Unregistered Pesticides—
Purchaser Acknowledgement Statements

1. Similar in composition and use
exemption. — a. 1980 policy. The 1980
policy created an exemption from the
requirement to obtain a purchaser
ascknowledgement statement for unregistered
pesticides which were minor variations on
formulations regisiered in the United States,
which contained only active i i
registered in the United States, and which had
similar use pattems to U.S. registered
products. To be considered similar to a U.S.
registered product in composition and uze
pattern, a pesticide product had to contain the
same active ingredient or combination of
active ingredients, and be in the same
category of toxicity as a federally registered
product. The use pattern also had to be
similar to the use pattern of the federally
registered product o which it was being
com|

b. 1990 proposal. EPA proposed to modify
or to eliminate the existing exemption from
the purchaser acknowledgement requirement
for products substantially similar in
composition and use to currently registered
products. If the exemption were retained, -
EPA proposed that the burden of
substantiating the claim remain with the
exporter, and that any similarity claims be
supported by documentation. The Agency
was also considering whether such
documentation should be maintsined in
records which would be made availsble o
EPA upon request, or whether the
documentation should be submitted to the

cagz:mmx Twomvmmnlmup
advocated ehi the exemption, citing
dleunbumtyo!dnuunpnmmunl.the
burden of proving compliance with whatever
criteria might be adopted, and the opinion that
d’acexmlpommmbea"boﬂwle" for
unregistered products. The commentors
suggested that the regulated community
llnuldm((bcndewh)ch]:l'odncudsdmddld
nOt require notification. One foreign

govemmmuhonwonedehmmmmthe
exemption due to the embiguity of the
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exemption criteria. One industry commentor
stated that the exemption created problems
for the regulated community and stated that
if the exemption were retained, it must be
better defined.

One foreign government and an OECD
representative supported keeping the
exemption to preserve the utility of notices
sent to foreign governments. However, they
expressed enforcement concerns if the -
exemption is maintained, since they felt that
it would be difficult to ensure that the
exemption is properly used.

Most of the industry commentors were in
favor of maintaining the exemption. Several
of these commentors said that removal of the
exemption would result in increased burden
but they did not elaborate beyond the
estimates EPA published in its proposed
policy. In addition, some commentors
believed that eliminating the exemption
would result in potential rade dissdvantages
since foreign firms would not be required by
their governments to obtain such
muﬁcanom.chaa.lsmedmntheyd:dmt
perceive any potential benefits from the
elimination of the exemption.

Proponents of the exemption. cited
instances where products, which are
otherwise identical to U S. registered
pesticides, would be subject to notification as
“‘unregistered’” becsuse of: (1) Relabeling or
repackaging to conform with metric weight
formulations, including possible rounding-off
differences resulting in slightly different
technical active or inert concentrations; (2)
minor inert modifications including color or
odor modifications to meet customer
specifications; and (3) lsbeling for uses for
which there are no U.S. spplications such as
for certain tropical crops. Some commentors
pointed out that in these cases the relevant
safety data which would apply to registered
pesticides are just as applicable to the
unregistered *'similar’’ products. It was stated
that custom blending to meet foreign
formulation requirements would often result
in products that are not identical to the U.S.
product, although the product is otherwise the
same.

Many proponents of the exemption stated
that a clearer definition of **similar’” was
needed. Several asked that explicit criteria be
made svailable. One stated that EPA needed
1o propose such a clarification for public
comment. Most commentors from industry
did not object to the proposal that exporters
maintain records to substantiate similarity
claims, but many objected 1 a reporting
requirement.

d. Response. EPA has concluded that the
exemption should be eliminated. As was
pointed out by some commentors, the
exemption creates compliance problems for
industry and has also proven 1o be difficult
for the Agency 0 enforce. EPA believes that
elimination of the exemption is the best way
to resolve the difficulties associated with
compliance, both for the regulated community

and-for EPA. In addition, the Agency believes
that elimination of the exemption will provide
the importing countries with better

United States.

At the time that EPA published the
proposed policy it believed that compliance
and enforcement peoblems could be partially
solved by ciarifying that the burden of proof
Lies with the person asserting similarity.
However, even with such provisions,
including requiring the exporter 1o
substantiste claims of similarity, EPA has
determined that armiving al consistent
interpretations would still be extramely
burdensome for Jhe Agency, and confusing to
the regulated community and other
govemnments.

In the proposed policy, EPA expressed
concern about whether eliminating the
exemption would raise problems in terms of
increased burden on exporters and the
governments of countries receiving the
purchaser acknowledgement statements in
terms of the number of notices that may be
required. EPA explicitly requested comments
on this issue, including any potential benefits
to importing countries. While several
commentors mentioned increased burden,
none provided information beyond the
estimates presented by EPA. Those burden
estimates were small and not judged to be
important enough 1o offset the compliance
and clarity problems associated with the
exemption. EPA believes that only a small
number of additional notices would be
required anmually, and the burden imposed by
each notice is not large. EPA does not,
therefore, find the arguments based on
increased burden on exporters 10 be
compelling.

EPA was concerned that eliminating the
exemption might detract from the usefulness
of the purchaser acknowledgements
siatements o receiving govemments. Since
transmitials of statements to foreign
govemments will be made by EPA, (Sec
discussion of EPA's transmittal of section
17(a) notices, in Unit IILB.6. of this
preambie) the Agency intends to continve o
review its internal procedures 10 determine if
there are ways 10 increase the usefulness of
the statements o other govarnments, and to
make them casier 10 process. For exsmple,
EPA is considering attaching a revised cover
one currently ased, which would explan the
purpose of the purchaser acknowledgement
statements 10 help countries distinguish them
from other intemational notifications, such as
section 17(b) and PIC notices. EPA may also
specially identify statements whichthe -
Agency has reason (0 believe may be of
specific interest to importing countries, such
as siatements associated with chemicals
which are identified on international lists as
posing special concerns. EPA believes that
such steps may largely offset any potential
burden or loss of utility 1 other govemments

that could otherwise result from elimination

of the exemption.

For the purposes of FIFRA section 17(a),
EPwallcomndapmdwnobcregmaed
if they are registered under section 3 of

" FIFRA, or if they were ance registered and

are being sold under section 6(aX1) of
FlFRA.Excep(udnamedmﬂmpohcy
any variations in the formula of the

product from the formula of the U.S.
registered product, or any uses or claims on
the export product’s label which are not
consistent with the uses or claims stated on
the label of the U.S. registered product,
render the export product *‘unregistered”* and
subject i all the requirements for exporting
an unregistered product pursuant to FIFRA
section 17(a). As discussed later in this
necuat.caummodlﬁcanomtothehbelmg.
packaging, or composition will not cause an
otherwise registered product produced solely
for export to be considered unregistered.

Applications for pesticide registrations
under FIFRA must be accompanied by a copy
of the product’s proposed labeling, including
uses and claims, and a full description of tests
made and results thereof in support of such
claims. A pesticide’s formulation, uses and
claims which are stated on its labeling are all
mmmlcompormtsofthepuncxde'ius.
registration. EPA believes that the product
labeling is an important reference point for
determining whether or not any pesticide
prodm:t.mchndmgmpodmedforexpat.
is registered in the United States. EPA’s
pesticide labeling regulations specifically
require that an approved product label must
be attached w0 the immediate pesticide
product container. This is to ensure that the
labe! information is transmitted and
mﬂasmodmﬂamwmnycmﬂxmnsof
sale and use.

EPA understands that when pesticide
prodicts are exported, it may not be practical
to label the immediate container with the U.S.
label without defeating the packaging or
labeling needs of the foreign purchaser. For
example, the purchaser may need to label the
product container with a label meeting the
requirements of the country of import.
AlﬂwughEPAbdwvumnd)ehhelmgm
critical in 3 a product as registered,
it is not EPA's intent to consider exparted
products unregisiered stmply for failing to
attach the U.S. approved label 1o the
immediate product container. Therefore, EPA
will allow registared products to still be
considered registered for the purposes of this

hcywhmd)ehbelmgmedmdutb
US. registration is not directly attached to the
immediate product container, a5 long as that
hbelmlwmwuadzmnlﬂm
i.e., as supplemental labeting. If an exported
product does not bear the FIFRA section 3
labeling either on the immediate product
container or as supplemental labeling, it will
not be considered regisiered for the purposes
of this policy. The sale or distribution of such
a product without meeting the
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scknowledgement statement requirements of
section 17(a}(2) will constitute the sale and
distribution of an unregistered pesticide in
violation of FIFRA section 12(a). (Note:
section 2(qX1XC) of FIFRA prechudes any
person from exporting a product that is in
imitation of, or is offered for sale under the
name of, another pesticide. This means that
a person cannot use the pesticide product
labeling approved under another person’s
registration in order to export their own
product as a ‘‘registered’’ product.)

When a product is claimed to be a
registered product, and is accompanied with
the spproved U.S. labeling, any labeling
material which is in addition to the U.S. label
(as would be the case when the imimediate
container is labeled in accordance with
foreign purchases specifications) must be
compatible with the U.S. labeling. Except as
discussed i this policy, if the product
labeling indicates a different formulation
from the registered product, or states new
uses or claims, the product will be considered
1o be a different product and not registered
under FIFRA. The presence of contradictory
labeling statements associated with the same
product will also render that product
misbranded.

Export product labeling that states
information concerning composition, claims
or uses which are within the scope allowed
by the US. label will not be considered to
be in conflict with the U.S. label For
example, if the export label of a US.
registered product lists some, but not all, of
the U.S. registered uses or crop applications,
the registration status for purposes of this
policy would not be affected. Similarly, if the
export product label states application rates
‘that sre allowed under FIFRA when the
registered product is used in the United
States, the product would still be considered
registered.

If the export labeling states spplication
rates in metric units, the product’s regulatory
sunuwillno(dnngexfthememc
Mmeasurements are an acCurale conversion
from the U.S. units. An exporter of a US.
registered pesticide may add new uses to the
label of that product for export purposes,
without triggering the requirements of section
17(aX2), as Jong as the new uses are within
the same general use patterns as those for the
registered product. (Pesticide use patterns are
listed in Appendix A to part 158-Data
Requiremnents for Registration: Use Pattern
Index. The general pesticide use patterns sre:
terrestrial food crop and terrestrial nonfood
crop; greenhouse food crop and greenhouse
nonfood crop; aquatic food crop and aquatic
" nonfood crop; indoor use; and forestry use.)
Adding new uses to the label which change
the use pattern, such as changes from non-
food to food use, outdoor to indoor use, or
terrestrial 10 aquatic use, render the product
unregistered and subject 10 the requirements
of section 17 for unregistered products. If the
new use added 10 the label is a food or feed

use, a tolerance must already be established
for the use of that pesticide in or on that

commodity or the product will be considered

mepnaedmdni:)ectbthereqmnmm
of section 17(aX2).

If the export product label contains
statements regarding the formulation or
composition of the product which differ from
that allowable undex the U S. registration (i.e.
lmamndmdnﬂ'aﬁ'anﬂnemof

listed in the certified statement of
formula), the product will be considered
unregistered. For example, EPA will consider
any stated concentrations of any active
ingredients which fall cutside the cartified
limits for that product to render t«t product
unregistered. EPA will also consider the
product to be unregistered when the label
statements indicate the presence of active or
inert ingredients which are not in the U.S.
registered product, or when the label does not
list active or inert ingredients which are in the
U.S. registered product. EPA may determine
such products to be misbranded and
adulterated. EPA wishes 1o emphasize that
except as provided in this policy, any
dxffmmfoxmnhnonotcomposi!nn
between the exported product and that
indicated in the confidential statement of

formula for the registered product, including .

inert ingredients, will cause the exported
product to be considered unregistered. In
addition, mny differences in formula or
composition must be reflected in records
which show the complete formula of the
export product, in accordance with the

" requirements of 40 CFR 169.2 and this

policy. : L
EPA recognizes that oertain modifications
to the composition of sn export product
should not render the export product
*“‘unregistered’” and thus mb)ealolhe
requirements of FIFRA section 17(a)(2).
Therefore, EPA has decided that a change in
the color or fragrance of the export product

will not affect the product’s registration
status, as Jong as certain conditions are met.

The change in color must result only from the
addition of a dye included on the list of the
chemicals exempted from the requirement of
a tolerance a1 40 CFR 180.1001, and the dye
must not be a List 1 inest. (List 1 inerts are
those inests which the Agency has identified
as presenting toxicological concemns. The
chuxﬁamnofmuexphnwdePA'
Policy Statement on Inert Ingredients in
Pesticide Products, 52 FR 13305, April 22,
1987.) The change in fragrance must result
only from the addition of a chemical included
on the list of chemicals exempted from the
requirement of a wlerance (40 CFR :
180.1001) and the added chemial must not be
a List 1 inert. In addition, the change in
fragrance must not result in a pesticide .
product containing s food or food-like
fragrance. (See *‘Food Fragrances in Pesticide
Formulations,”” EPA's Office of Pesticide
Programs Policy and Criteria Notice number
2155.1, November 20, 1975.)

EPA also recognizes that there are
instances where a comparty may need to
slightly modify the composition of one of its
U.S. registered products for export purposes.
EPA will not consider a company's
modification of its registered prodnctto
rendex that product *‘unregistered’” in the
following situation. An exporter, who is also
the registrant and/or manufactures of a U.S.
registered pesticide, (other than pesticide
products intended for public health uses
which are required or conditionally required
to submit efficacy data pursuznt to section
158.640), may decrease the percentage of the
active ingredieni(s) of that product by adding
a List 4 inert ingredient, without causing that
product to be considered “‘unregistered’” and

triggering the requirement to obtain a

purchaser acknowledgement statement. In
EPA'’s Policy Statement on Inert Ingredients
in Pesticide Products, EPA included inert
ingredients on List 4-a list of inert ingredients
posing minimal hazard or risk-if the inert
ingredients were generally regarded as
innocuous. (52 FR 13303, April 22, 1987.)
Such limited modifications may only be
made by the registrant and/or the
manufacturer of the US. registered
As discussed above, EPA’s 1980 Pesticide
Export Policy exempted exporters of
unregistered pesticide products from the
purchaser acknowledgement statement
requirement for products which the exporter
claimed were *‘similar in composition and
use paitern to a federally registered product.”
EPA has concluded that only the registrant
and/or the manufacturer of the product may
beubletolegmmm)ychxmdmmcxpon
product is the same composition as its own
federally registered product, except for the
addition of List 4 inert ingredients. EPA has
concluded this because only the registrant
and/or manufacturer have access to the
product’s confidential statement of formnla
thereby making it possible for them to know
the extent to which the modified product
differs from the registered product. Pesticide
exporters are no longer permitted to claim
that their product is similar to another
company's registered product and thereby

) cxunptd;umclvu&undnpm:hlw

mwbdganaulummmem.
EPA's pesticide registration regulations
also provide that certain changes may be
mndcbnpodxnscunpocmmhbdmor
without notification o or approval
by the Agency. (See 40 CFR 152.46(b)).
These changes include any changes in
peckage size and label net contents,
no change in use directions or requirement for
child-resistant packaging would be necessary
for the product to be registered for use in the
United States. For example, if child-resistant
packaging is required for a particular
pesticide product in the United States, snd the
product will be exported without child-
resistant packaging, the product would be
considered unregistered and therefore subject
to all the requirements of FIFRA section
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17(a), including the requirement for a
purchaser acknowledgement statement.

If an exporter needed to repackage a
product in a size to meet a foreign
purchaser’s specifications, that modification
would not affect the registration status of the
export product. Other modifications 1o the
label used for export purposes which will not
affect the export product’s registration status
are: the uge of metric units for net contents,
dosages, and other numeric expressions; the
use of a different format for the label,
contradict the U.S. label; revision of non-
mandatory U.S. label statements, consistent
with 40 CFR part 156, inchuding additions or
changes required by other Federal statutes or
regulations; a change of the name or address
of the registrant, except for a change resulring
from transfer of ownership, which requires
that a registrant keep his name and address
current with the Agency; and any correction
of typographical or printing errors that
appesred on the U.S. labeling. (See 40 CFR
152.46(b)).

Finally, EPArecogmzathnlhenmaybc
situations where minor discrepancies between
an export label and the U S. registered label
result from the translation of statements or the
conversion of units. Where such differences
are not significant, EPA does not believe that
they should affect the registration status of
the product for purposes of export However,
except as provided in this policy, differences
which indicate new uses or claims would be
considered to be significant and to render the
product unregistered. EPA wishes 1o
emphasize particularly that waming or
cautionary statements that translate to a lower
level of warning or caution than that mdicated
on the U.S. labeling will be considered to be
significantly different.

EPA believes that in addition to the
flexibility discussed above, this policy will
provide importing countries with clearer,
more accurate information on the registration
status of the pesticides being exported from
the United States, consistent with the

uirements of the statute.

. EPA treatmert of exports of wvegisered
pesticides for research pwposes. — a. 1980
palicy. The 1980 policy stated that
experimental use products will be considered
unregistered, therefore requiring signed
purchaser acknowledgement statements prior
to export. However, small amounts of
pesticides exporied only for research purposes
would be considered exempt from the
purchaser scknowiedgement statement

requirement.

b. 1990 propasal. EPA proposed that
pesticide products exported solely for
research purposes would not be considered to
be in violation if no purchaser
acknowledgement statement was sent if the
cxponametmhrmdkeeping
requirements to substantiate the claim that a
product is shipped for research purposes. In
addition, EPA proposed that the exporter

should bear the burden of demonstrating that
the pesticide qualifies for the research

e .
c. Comments. Two environmental groups
stated that research and development (R&D)
products should not be exempt from the
requirements of section 17(a)(2). They stated
that such products constitute *‘unknowns’’
and that consequently it is very important that
foreign governments be aware of their
importation. Other commentors stated that
R&D chemicals tended to be small quantities
which would not csuse great potesitial heajth
or environmental risks.

One industry commentor stated that it
would be simpler t0 obtain the purchaser
acknowledgement statement than to
substantiate R&D use abroad, and
consequently supported elimimating the
exemption. However, all other industry
commentors who addressed this issue stated
that the exemption should be maintsined, and
that export for small scale R&D use could be
substantiated. Several supporters of the
exemption mentioned that requiring purchaser
acknowledgement statements where R&D
chemicals are being exported for testing,
would provide the locations of potential
markets to their competitors, and cause a
compeany competitive harm. Several
commentors siated that it was their belief that
R&D pesticides were not **pesticides’’ under
the meaning of FIFRA, as stated at 40 CFR
1723, and hence were exempt from sny of
the requirements of section 17 inchuding both
labeling and acknowledgement statements.
(See discussion in Unit MLA2d. of this
preamble.) Some commentors stated that they
did not believe that there was a great need
for notification of other governments of R&D
exports because R&D products are used in
tightly controlled situations by highly
qualified persons. They did not believe that
there was a significant chance for misuse or
other risks.

Finally, some commentors were concemned
that if there is no exemption for the export
of R&D products, particularly if notices are
made publicly available, product
confidentiality could be jeopardized. These
commentors pointed 6ut that proprietary
knowledge is treated differently in some
foreign countries than it is in the United
States. Therefore disclosure of the identity of
research products carries a much greater risk
of competitive harm internationally than
would be the case in the United States.

d. Response. As discussed earlier, EPA
disagrees with the commentors who stated
that exparted R&D pesticides are not
considered to be pesticides under FIFRA.
Research pesticidal products are considered to
be pesticides regulated under FIFRA, unless
EPA makes determinations otherwise that are
applicable to the specific products in
question.

EPA does, however, believe that under
many research conditions involving small
quantities, R&D pesticides will be used in a

manner that renders the risk of potential
adverse effects to human health or the
environment negligible.

EPA acknowledges the concerns that some
commentors had regarding the export of
*“unknown’” pesticides to countries without
their governments having the benefit of
purchaser acknowledgement siatements. EPA
believes that govemments should be notified
when there are large-scale researchand -
development applications or applications "
where there is a strong potential for direct
human or dietary exposure. For the reasons
stated above, however, EPA does not believe
that it is useful w impose this requirement in
*he case where only small scale controlled
uses are intended.

Consequently, EPA will not consider
exports of R&D pesticides intended for small-
scale resesrch application (as defined below)
1o be in violation of section 17(a)2) if no
purchaser acknowledgement statement was
sent. EPA belicves that it is critical 10 define
what is meant by small-scale research
applications and is addressing this issue in
this policy.

3. Definition of small-scale research
application. —a_ 1980 policy. The 1980
policy did not include any specific definition
of small-scale rescarch product application.

b. 1990 proposal. EPA proposed to provide
specific criteria to define when an R&D
export would not be considered 10 be in
violation of the purchaser acknowledgement
requirements of section 17(aX2) of FIFRA.
These criteria were based on the scope of the
application and other factors relating to
possible human contact or dietary exposure
rather than on the physical quantity involved
since the actual amounts of pesticide could
vary considerably based on type of pesticide,
concentration, and other factors. Exports of
pesticides for research purposes in quantities
that would not normally require notification
of EPA and issuance of an experimental use
permit if the use were in the United States,
would not be considered to be subject to the
purchaser acknowledgement requirement of
section 17(a)(2).

c. Comments. One foreign government and
several industry commentors expressed
general spproval of EPA’s proposed criteria
for defining small-scale R&AD quantities
based on use, although one of the .
commentors suggested that a closer adherence
to the criteria cited at 40 CFR 1723 should
be used. Another stated that there needed to
be some further clarification of what was
intended in the criteria, ie., that the limits on
proposed use be on a ‘pa-comtry"nl:hcx
than a *‘per-pesticide’” basis.

One commentor suggesied that it was not
sppropriate to use the proposed criteria. The
commentor stated that these criteria were
designed for the United States, and only
accurately define research spplications in the
United States. They would not, therefore,
necessarily be spplicable worldwide.
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d. Response. EPA acknowledges that the
regulation of R&D pesticides may vary in
different countries, but believes that the
advantages of using a single set of criteria
that are consistent with those in place for
similar testing of R&D pesticides in the
United States outweigh any disadvantages.
The Agency did not wish to use significantly
different criteria from those used in the
United States unless there were compelling
reasons to do so.

EPA agrees that it is necessary o clarify
how to interpret these criteria when there are
multiple shipments 1o multiple countries.
EPA believes that the most consistent
approach is 10 consider separately product.
shipments within a calendar year to multiple
countries. If the R&D use of the product
shipped within a given calendar year by an
exporter to a particular country exceeds the
criteria stated in this policy, EPA will
consider failure to submit a purchaser
acknowledgement statement o be a violation
of section 17(a)2). For example, if within a
calendar yesr, an exporter is shipping a
pesticide for research purposes, and the
product may be used on more than 10 acres
(4.05 hectares) within the country of import,
EPA would consider failure to submit
purchaser acknowledgment stataments
regndmgdmoscshxpmammbcmhnons of
section 17(a)(2). If a shipment, or series of
- shipments over the course of a calendar year
to a foreign purchaser for R&D use’in one
country meets the criteria outlined above,
separate shipments to other countries would
be considered separately.

ﬂlecomnmugmalllyflvoreddt
proposed criteria, and EPA is therefore
including the proposed criteria in the final
policy. EPA is clarifying that these criteria
concern only the acknowledgement
requirements and are not pertinent to other
FIFRA requirements, such as labeling
required under section 17(s){1).

4. Substantiation and/or verification of
small-scale R&D exports. — a. 1980 policy.
The 1980 policy did not include amry specific
criteria for defining small-scale patia'(b

‘Tmf“ ]ﬂ)Apoposeddm

records substantiating claims for small-scale
R&D pesticide exports be retained for 3 years
and be availahle for inspection, or,
alematively, that information substantiating
such claims be submitted to the Agency.

¢. Comments. Several commeniors stated a
strong preference for a recordkecping
requirement rather than any new reporting
requirements. One commentor stated that
" reporting on a case-by-case basis could be
acceptable. Another commentor stated that
the small quantities of R&D shipments would
in themselves indicats the R&D nature of the
intended use.

d. Response. Since EPA has limited ability
to review actual use once pesticides are
exported, the Agency must rely on records
substantiating the intended use. EPA may

determine that any shipment or series of
shipments of an unregistered pesticide, for
which small-scale R&D purposes cannot be
substantiated, is in violation of the
requirements of section 17(aX2).

EPA believes that examination of
sppropriate records will be adequate to
determine whether small-scale R&D criteria

- are met. Records to support claims of this

nature must contain at least the following
information: (1) identify the product and
quantity shipped in a given year 1 a given
purchaser in a specified county; (2) include

a detailed description of usc pattemns (i,
spplication rates, sites, dosages, esc.) which
are consistent with the premise that the
shipped quantity would be used within the
R&D criteria; and (3) contain confirmation,
such as signed statements from the purchaser,
letters of transmittal, etc., which indicates that
the shipment(s) of the product were to be
used for R&D purposes consistent with the
quantity shipped and the described uses. EPA
does not believe that records which only
show the quantity of product shipped are
sufficient for substantiating R&D intent, since
a quantity that would qualify as *‘research”
for one type of product or use may represent
a commercial-sized qulnnty for a different
product or use.

EPAhnsrwmndaedthepopcwdl%—yw
duration for record retention and instead is
requiring that the records must be retained for
the period specified at 40 CFR 169.2(h). This
is being done to be consistent with other
recordkeeping requirements for these
products. At the time of publication of this
notice, this period is 2 years. = -

5. Timing of Purchaser Acknowledgement
Statements. — a. 1980 policy. Section
17(a)2) requires that before exporting a
pesticide which is not registered for use in the
United States, the purchaser must
acknowledge in writing its understanding that
the product is not registered for use in the
United States and cannot be sold in the
United States.

Under EPA's existing policy, an exporter
of an unregistered product must have a copy
of the signed statement prior 1o the export of
the first shipment each year of an
unregistered product o a particular purchaser
for each country.

b. 1990 proposal. In the 1990 proposal,
EPA stated that it was examining its policy
of requiring annual subsmissions of the
purchaser acknowledgement statement. EPA
proposed maintaining the current system of
annual submissions, as described sbove, but
nhorequutedemm\mlmd\eopnonof

ptld\wmhmled;awu
wfmwh

¢. Comments. Twelve commentors strongly
Most commentors belicved that the current
system of annual submissions should be
cantinued. They contended that per-shipment
notification would create s large paperwork
burden, delays in shipment, and trade

disadvantages. One foreign government
commented that annual submissions would
meet their needs.

One commentor supported per-shipment
notifications, or alternatively, the requirement
of a detailed amnual summary, specifying the
quantity shipped and the dates, to show the
flow of shipments over the entire year. The
commentor suggested that EPA could require
the information to be provided at the
beginning of the year’s shipments and
updated if anticipated shipments deviate from
the initial projections. The commentor stated
that such a notification system has worked
reasonably well under the hazardous waste
€xport program pussusnt to the Resource,
Conservation and Recovery Act (RCRA), and
has the significant additional benefit of
providing much more useful information to
other govarnments, U.S. agencies, and the

Another commentor requested that EPA
require expaorters to submit the signed
staternents to EPA within 10 working days of
receipt or prior to the first shipment, not .
wuhm?daysofrecap(uammﬂyreqnned.

d. Response. EPA has decided that
purchaser acknowledgement statements must
be subrmnitted on a per-shipment basis unless
ﬂneexponacmnplieswithaﬂoflhe
provisions of an alternative spproach as
provided in this policy. The altermnative
approach requires the exporter to obtain s
purchaser acknowledgement statement prior
to the first shipment of each unregistered
pesticide 10 a particular purchaser in a foreign
country, and to submit to EPA an annual
summary of all shipments of that product o
that purchaser.

EPA believes that the Congressional intent
underlying the purchaser acknowledgement-
statement requiremnent was that countries
receive information concerning each shipment
of unregistered pesticides to their country.
Section 17(a)(2) requires that the foreign
purchaser sign a statement acknowledging
awmreness of the registration status of the
product and that the exporter submit this
statement to EPA prior 1o export of an
unregistered pesticide. Since section 17(a)(2)
specifies that no unregistered pesticide shall
be exported without a signed purchaser
acknowledgement statement, it is EPA’s
there be a purchaser acknowledgement
statemnent for every shipment.

At one time, EPA believed that annual
submission of a notice for the first shipment
in the calendar year to each purchaser in each

. country was adequate 1o meet this

requirement, because it would provide regulsr
notification to foreign governments. In the
1980 policy, EPA did not consider per-
shipment submissions to be advantageous and
therefore exercised its enforcement discretion
and allowed one submission per year per
purchaser per country for the first shipment
However, EPA agrees with the commentor
who stated that per-shipment notifications
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would provide useful mformation.
Consequmll'y EPAuchmrgmpobcylo

wouldbepmmnedlo:mfythepndnm
acknowledgement statement requirement as
follows. The exporter would submit to EPA
a signed purchaser acknowledgement
statement for the first shipment each calendar
year of an unregistered pesticide to a
particular purchaser in a particular co
The exporter would attach to that first
purchaser acknowledgement statement sent to
EPA.:caﬁﬁcnionsip:edbyiheex?om
that export did not take place until a signed
" acknowledgement statement was received,
and provide information which can be used
to identify any research and development
products (other than those exempt from the
purchaser acknowledgement statement
requirement, as described at 40 CFR .
168.75(bX2)) referred to by code names in
the purchaser acknowledgement statemnent. In
additon, the exporter must inchude in the
signed certification a statement certifying
that, for that calendar year, the exporter will
submit an amnual summary using the
detailed in this policy.

Under this alternative approach, the
exporter would be required to submit to EPA
an amnual shipping summary at the end of the
year, which summarizes the dates and
destinations of all shipments of that pesticide
to each particular purchaser exparted during
the previous calendar year. The snnual
summary must include the purchaser’s name
and address, the date of the purchaser’s
signanure in the purchaser acknowledgement
statement submitted to EPA during the
previous calendar year, the known
destinations of the shipment, and the identity
of the product and active ingredient(s). The
annual summary must be submited to EPA
by March 15t of each year. EPA does not
believe the smnual summary would be very
burdensome because the information should
be readily available to exporters in their
records of shipments, which they are already

ired to maintain under 40 CFR 169.2.
A will send a copy of the annual
shipping summary to the appropriate
. govermnment officials after it is received.

EPA considered requesting that
information on the quantity of pesticides
exported be included in the annual summary.
EPA believes that while quantity information
may be useful in providing more informason

about exports, it is not necessary to
implement section 17(a)(2). In addition, EPA
has concluded that this information may be
entitled %o protection as confidential business
information, as discussed in Unit IIL.C. of this
preamble. For these reasons, and for the
reasons discussed in Unit [T1.B.8 of this
preamble (Information Requirements for the
Purchases Acknowledgement Statement),
EPA has decided not 1o require it

In summary, the section 17(a)2)

exporters complying with either of the
following two options: (1) Submit a purchaser
acknowledgement statement for each :
shipment of unregistered pesticides; or (2)
submit & purchaser acknowledgement
statement for the first shipment each year of
a particular pesticide to s particular purchaser
for each importing country, including the
appropriate certification, and submit a report
1o EPA which lists the dates and destinations
of all shipments exported during the previous
calendar year.

The procedures that an exporter of
unregistered pesticides must follow in
obtaining and transmitting the foreign
purchaser acknowledgement statements are
set forth in 40 CFR 168.75.

e. Effective date for 40 CFR 168.75. Under

" both the per-shipment option and the annual

reporting option for complying with section
17(a)(2). the schedule for obtainmg and
transmitting purchaser acknowledgement
statements is based on the calendsar year.
However, because this policy has been
published several months into a new calendar
year, exporters may have already sent EPA
purchaser acknowledgement statements under
the provisions of EPA’s 1980 Pesticide
Export Policy. In order to facilitate
compliance with this policy, the effective date
for the new purchaser acknowledgement
statemend requirements is June 1, 1993. Thus,
all the requirements of 40 CFR 168.75 will
be applicabdle as if kune 1 was the start of the
1993 calendar year. Beginning June 1, 1993,
exporters must submit purchaser
scknowledgement statements on a per-
shipment basis, unless the exporter complies
with the provisions of the alternative
approach of snmual reporting procedures as
provided in this policy. Under the per-
shipment spproach, the exporter will have to
‘obtain, prior to each shipment of an
unregistered pesticide product to a country, a
signed purchaser acknowledgment statement,
in accordance with 40 CFR 168.75(cX2Xi)-
The exporter must submit the signed
purchaser acknowledgement stasement to
EPA in accordance with the requirements of
If the exporter chooses the annual reporting
pooedmu.heouhemuncanplymthnu
the requirements in 40 CFR :
168.75(c)(2)Xii) effective June 1, 1993. The
exporter must obtain, prior to the first
shipment occurring after June 1, 1993, of an

unvegistered pesticide product to a particular
purchaser in a country, a signed purchaser
acknowledgement statement in accordance
with 40 CFR 168.75(c)X2)Xii).

In addition to the purchaser
acknowledgement statement for the first
shipment, the exporter must submit a
certification that he or she is choosing the
exporter must submit the signed purchaser
acknowledgement statement and certification
in accordance with the requirements of this
policy. In March 1994, the exporter choosing
the anmual reporting option for the June 1,
1993 through the December 31, 1993 period
must submit to EPA a summary of :_.ipments
of each pesticide to each purchaser sent

In subsequent years, the period for
exporters choosing the annual reporting
option will be the calendar year. (Purchaser
acknowledgement statements submitted o
EPA during the period January 1, 1992
through May 31, 1993, will be governed by
the policy published in 1980 (45 FR 50274,
July 28, 1980).

6. EPA’s ransmitial of purchaser
acknowledgement statemeras. — a. 1980
pdlicy. The 1980 policy did not discuss
EPA'’s transmittal of purchaser
scknowledgement statements. Under that
policy, EPA sent copies of the purchaser
scknowledgement statement to the
Departmnent of State. Along with the
purchaser acknowledgement statement, EPA
sent a cover sheet which identified the
registration status of the pesticide. (The status
is identified as: not registered; denied
registration; canceled; or registration status
unimown.) The State Department then
transmitted the purchaser acknowledgement
statement with EPA’s cover sheet, to the U.S.
diplomatic post in the importing country,
which in tumn sent it to an sppropriate
government official in that country.

b. 1990 proposal. EPA proposed sending
purchaser acknowledgement statements
directly from EPA to officials in importing
countries, and if different, the country or
countries of final destination, if known.

c. Commenis. All commentors
the idea of direct transmitial of purchaser
acknowledgement statements 1o foreign

efficiency. .

d. Response. EPA intends to implement
this spproach and has made arrangements to
do s0. These notices will, therefore, be ’
transmitted directly by EPA to appropriate
officials of the country of import end, where
reported, o the countries of final destination
or intended use. EPA will also send a copy
of the annual shipping summary, as discussed
in the response to the previous comment, to
the appropriate officials after it is received.

EPA has decided that the
govemmental official to receive section 17(a)
notifications will be the person named as the
designated national suthority (DNA) for
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pesticidcmtiﬁcaﬁonsindni:mﬁmml
prior informed consent program (PIC). The
DNA has the responsibility for both receiving
and disseminating information associated
with the PIC procedures. Countries may
participate in PIC as cither an importing
country or an exporting country. Exporting
countrics are expected to participate in PIC
for the purposes of participating in -
information exchange procedures and export
contro features. For countries which are not
participating in PIC, EPA will ascertain the
names of the sppropriate persons o receive
the section 17(a) notifications.

7. Format of the purchaser
acknowledgement statement —a. 1980 policy.
The 1980 policy set forth a recommended
content for purchaser acknowledgement
staternents, but did not recommend or require
a specific format.

b. 1990 proposal. The Agency solicited
comments on whether the purchaser
acknowledgement statement would be more
useful if a specific format were required, or
if a particular form were provided, e.g., a
form similar to the accepted international -
form for notification under the PIC program.

c. Comments. Nine commentors supported
the idea of a standardized format. Four
industry commentors expressed strong
reservations with using a form or format that
closely resembles PIC notification forms for
. banned or severely restricted pesticides. They

pomtcdomd'nnmtallmepslaedpmdtm
are banned or severely restricted afid that
using a form that closely resembled the PIC
notification for banned or severely restricted
- chemicals would be confusing and
misleading. Two commentors suggested
following a format designated by FAO/UNEP
as the basis for a standardized format for the
purchaser acknowledgement statement.

d. Response. EPA believes that
standardization of purchaser
acknowledgement statements would improve
the consistency of submitted information and
the familiarity of foreign governments with a
given format thus expediting review and
acknowledgement statements vary greatly in
quality and content. Many do not adequately
identify the pesticide being shipped or the
country of the purchaser. Even though this
information is currently required, the lack of
s standardized format may make compliance
more difficult. EPA believes that a specific
format will facilitate compliance, improve
information transmittal from exporters, and
strengthen the Agency’s ability to manage the
information contained in- purchaser
acknowledgement statements.

One of the reasons EPA is considering a
format or form for the purchaser
acknowledgement statement is to improve the
utility of the information provided by the
purchaser acknowledgement statements 1o
foreign governmerus. The Agency agrees with
those commentors who suggested that it
would be misleading for the form or format

to closcly resemble another form which
transmits different information. Any forms
and/or format which EPA may develop will
be reviewed o assure that they camnot be
mistaken for PIC notification forms dealing-
with benned or severely restricted chemicals.

EPA is considering developing and making
available purchaser scknowledgement forms
in difierent isnguages. EFA believes that
multilingual purchaser acknowledgement
statements would ensure that the documents
could be understood by the widest possible
audience. If these forms are developed, it is
EPA’s intent that they will be publithed in
the Federal Register for comment Until the
forms are available, any format that is clearly
understandable and includes the required
information is acceptabl e. In the interim,
EPA plans to provide a cover sheet in French,
English or Spanish (the official languages of
the PIC system) with each purchaser
acknowledgement statement EPA transmits to
importing governments. EPA believes that
cover sheets in the appropriate language will
aid countries in understanding and using the
information in the purchaser
acknowledgement statement.

8. Information requirements for the

. pwrchaser acknowledgement statemens. — a.

1980 policy. In EPA’s 1980 Policy, the
Agency stated that the purchaser
acknowledgment statement must include the
following information:

(1) The exporter’s name and address.

(2) The foreign purchaser’s name and
address.

(3) The name of the product and the active

ngredient.

(4) An indication that the purchaser
understands that the product is not registered
for use in the United States and cannot be
sold in the United States.

(5) The destination of the export shipment
if different from the purchaser’s address.

(6) The foreign purchaser’s signature.

(7) The date of the signature.

b. 1990 proposal. EPA proposed that more
information be provided in purchaser
acknowledgement statements. Specifically,
EPA proposed that the country or countries
of final destination be identified in the
purchaser acknowledgement statement, so
that EPA could begin to send these notices
directly 1o the regulatory officials in these
countries. In some instances, this would
represent a broadening of the requirement in
the 1980 policy, which only required *‘the
destination’’ of the shipment to be included.

¢. Comments. There were only a few
One commentor supported the proposed
expansion to include the country of final
destination, while another commenitor
proposed that the purchaser acknowledgement
statements be expanded to include
information about the quantity and frequency
of the shipments. Commentors from both
i and other goveamnments stated that the
country of final destination will often not be

known by the exporter st the time of
shipment.

d. Response. EPA comsidered other
information which could be included in a
purchaser acknowledgement statement in
order to make the notifications clearer and

. more useful to other governments. EPA is

requiring. as part of this final policy, that
exporters provide the Chemical Abstracts
Sexrvice (CAS) registry number for each
active ingredient in a product, the )
International Union of Pure and Applied
Chemists (TUPAC) chemical name for each
active ingredient, and other known chemical
or common names by which the product is
known. The Agency believes this information
is necessary for adequate identification of the
product and active ingredients. In addition,
the identity of the country of final destination
should be included in the purchaser
acknowledgement statement, to the extent this’
information is known to, or reasonably
ascertainable by, the exporter.

On April 25, 1991, EPA issued a class
determination finding that the identity of the
country of final destination is not entitled to
canfidential treatment. A copy of the class
determination is reprinted in Unit IILC. of
this preamble.

EPA acknowledges that the country of fmal
dutirmionmymlbeh:ownbylhcexponz
at the time of shipment As with requirements
regarding multilingual language on labels,
this requirement is contingent on the exporter
having actual knowledge of the country of
final destination, or if it can be determined
that the information was reasonably
ascertainable to the exporter.

In response o the comment received, EPA
considered requiring information about the

that information about the quantity of
unregistered pesticides exported would be
useful to other countries, 1o EPA and to other
agencies, and in responding to inquiries from
the quantity of pesticides shipped would give
importing countries valuable information for
regulating pesticide use in their countries.
However, EPA’s authority to require quantity
information under FIFRA section 17(aX2) is
subject to question and requiring this
information could create difficulties in
from release as required by FIFRA.
Therefore, EPA will not require quantity
infarmation to be included in the purchaser
acknowledgement statements.

9lavgmg¢r¢qwmforpvchaxr

ement stalements. — o 1980

pdlicy. The 1980 policy did not contain any
language requirements for the exporter to
moet to satisfy the purchaser
acknowledgement statement requirement of
section 17(a)(2). -

b. 1990 proposal. EPA proposed requiring
that purchaser acknowledgement statements
be written in English, the language of the



Federal Register / Vol. 58, No. ? / day, February 00, 1993 / Rules and Regulations 1§

purchaser’s country, and the languages of the
country or countries of final destination. In
the case where more than one language is
mvolved because the product is shipped o
more than one destination, EPA proposed that
the exporter must submil either a multilinguai
statement to EPA, or multiple statements in
all required languages. EPA belicved that
these changes would assist the purchasers and
the importing governments in understanding
the contents and significance of the purchaser
acknowledgement statements.

c. Comments. EPA received many
comments on its proposal to make the
purchaser acknowledgement statement
multilingual Four governments and the
OECD representative supported the proposal,
although the latter wondered how EPA would
know all of the intended destinations and
hence required languages. One envirommental
group and one industry commentor also

the proposal.

Most of the commentors from industry
objected to the proposal that purchaser
acknowledgement staiements be multilingual,
and some objected to the minimal bilingual
proposal as well. Many of the srguments were
dentical to those raised regarding the
proposal that labeling be multilingual. (See 55
FR 4971.) For example, it was pointed out
that the country of fmnal destination would not
always be known as in the case of an active
. ingredient exported for reformulation. One

commentor stated that the burden of-
translating the purchaser acknowledgement
statements might be disproportionately high
on small businesses who may not have
muliilingual or bilingual staff. Another stated
that a foreign purchaser may be reluctant 1o
sign a statement which included language
which the purchaser cannot read. This
commentor belicved that the requirement of
multilingual or bilingual purchaser
scknowledgement statement would in practice
require foreign purchasers 10 be adept in all
ofd\elm,gung'esond\epwdmw
acknowledgement statement. Most of the
industry commentors did not object to the
minimal proposed bilingual requirement.

d. Response. EPA believes that
multilingual purchaser acknowledgement
statemenis would be very useful in
communicating necessary information as
evidenced by the support for this proposal
from foreign governments. However, the
numerous comments raised by industry -
indicate that there are practical problems
which need to be addressed. EPA also
recognizes that requiring exporters 1o
translate purchaser acknowledgement
statements into different languages would
place a new burden on industry, perticularly
small businesses. As noted earlier, EPA is
considering developing forms for exporters ©
use as purchaser acknowledgement statements
which are already in different languages. The
forms could be developed in English, Prench,
and Spanish, which sre the official
of the PIC program. EPA believes that this

approach would be more efficient than
requiring each exporter to develop its own
multilingual purchaser acknowledgement
statements. Due to the number of practical
problems to be worked out, EPA does not
have such forms at this time, and EPA is.
considering publication of a proposal on this
issue at a later date.

As discussod above in Unit IILB.7. on
format of the purchaser acknowledgement
statement, until multilingual purchaser
acknowledgement statement forms can be
developed, EPA plans to include a cover
sheet in the appropriate language with each
purchaser acknowledgement statement the
Agency transmits. There will be no
requirement for the purchaser
acknowledgement statement to be in multiple
languages at this time. However, if the
foreign purchaser signs a purchaser
acknowledgement statement in their own
language, it must be accompanied by an

ish translation when it is submitzed to
EPA by the exporter.
C. Confidentiality

1. Information treated as confidential — ».
1980 policy. EPA's 1980 policy statement
permitted exporters to claim all the
information required in the purchaser
acknowledgement statement as trade secrets
or confidential business information (CBI). In
the past, and in accordance with its 1980
policy statement, EPA treated information
submitted in purchaser acknowledgement
statements as confidential within the mesning
of its regulations on business confidentiality
at 40 CFR part 2, subpart B, when such
information had been claimed confidential by

b. January 12, 1990 policy statement. In
the Federal Register Notice regarding the
confidentiality of certain information
submitted under sections 7 and 17(aX2) of
FIFRA, dated January 12, 1990 (55 FR 1261),
EPA clarified that section 7(d) of FIFRA
exchudes the names of the pesticides or active
ingredients used in producing pesticides
produced, sold, or distributed ot an
establishment, from protection as confidential
business information. In addition, EPA stated
that the names of producers of unregistered
pesticides are a matter of public record under
FIFRA section 4. The notice also explained
that since unregistered pesticides generally
may be manufactured only for the export
market, the fact that a company has submitted
a purchaser acknowledgement statement to
EPA under section 17(aX(2) for a given
pesticide could therefore be determined from
public information. Accordingly, the identity
of the producer of the unregistered pesticide
product, and if applicable, the name of the
active ingredient would no Jonger be
accorded confidential treatment by EPA.

¢. Comments and response. Several
commentors in response to the January 12,
1990 notice stated that no information in s
purchaser acknowledgement statement should

be confidential, asserting that the information
wurudﬂywcessiblelommwdpuuu
cnthampubluhedr
d.lMpropo:al l:-;m
section 17(a) clarified Ihncaummfamm
contained in purchaser acknowledgement
statements will not be entitled 1o confidential
treatment. Specifically, the proposed policy
clarified that the name and address of the
exporter, and the name of the product and the
active ingredient will not be considered
caxﬁdmml.haddimEPApmposedm
issue a class determination under 40 CFR
2.207 concerning the confidentiality of
country of final destination as reported on
purchaser acknowledgement statements. EPA
also requested comment on whether a similsr
detammnondmﬂdbemndefamfmnm

Mcﬁxbsmofdnmyofmpoﬂuﬂ
the country of destination, coupled with the
non-confidential name of the exported
product would be an unfair public disclosure
of a company’s marketing position. They
stated that this would provide an unfair
advantage to foreign-based competitors.
Some commentors explained in detail the
public sources for this information. They
explained that the cost of obtaining the
information from other sources would not be
prohibitively high for well-financed exporters.
Exporters stated that while public sources of
the information existed, they were not as
accurate or as detailed as the information
which EPA would make available, should the
information be deemed non-confidential.

f. Response. EPA’s research and inquiries
suggest that destination information is
generally atready a matter of public record.
Some countries publish lists identifying
monthly pesticide imports, inchuding -
information on the name or type of pesticide,
the exporting company, and the exporting
country. Other countries make this
information available on request. Information
onimamﬁomlmlkmforpuﬁculn
pesticides is widely svailable through
advertising by U.S. exporters.

In addition, compilations exist which list
pesuadsmddwngulnorymms
throughout the world, such as volumes
published jointly by the Agricultural
Requisites Scheme for Asia and the Pacific
and the Intemnational Cooperation Center for

pesticide exports at a substantial cost. Battelle
publishes **World Pesticide Programs”*
reports which provide detailed information on
pesticide use in foreign countries. **Agrow
World Crop Protection News®* offers market
planning and development information and
lists pesticides registered in various countries.
The Port Import/Export Reporting Service
(PIERS) database of the Journal of
Commerce provides information on all
shipments leavirig the United States.
Information available to customers of PIERS
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includes commeodity exported (although the
precise identity of the pesticide may not be
given), manufacturer or shipper, destination

In addition to the availability of destination
information in many public sources, EPA
belicves that treating the country of -
destination as non-confidential would have
public health and environmental benefits.
EPA intends to send copies of the purchaser
acknowledgement statements 1o all the
countries of destination identified by the
exporters on the statement. Information that
particular pesticides are being shipped to their
country should provide countries with
information useful in momitoring and

One commentor stated that information on
quantities shipped should not be confidential.
The 1980, policy did not require information
on the quantity of pesticides exported to be
submitted as part of the purchaser :
scknowledgement statement. EPA considered
requiring information on quantity in the
purchaser acknowledgement statement, and
treating this information as non-confidential.
Many companies objected to the disclosure of
any information on the quantity of pesticide
exported. Several companies were concemned
that information about quantity sold would
substantially harm their companies’
competitive positions by revealing
information about their market share. These
companies claim that any public data about
quantity is either estimated or in ‘obscure
sources and not curtently available in a form
that would provide the significant advantage
io competitors that EPA’s reports would
provide,

After research and snalysis of this issue,
~EPA has concluded that while quantity
infarmation may be useful in providing more
information about exports, it is not
to implement section 17(a)(2).

EPA also requested comment on whether
a similar determination should be made for
information identifying the foreign purchaser.
The name and address of the foreign
purchaser may be entitled to confidential
treatment if it reveals information about the
customner list of the pesticide company.
However, if the foreign purchaser is merely
a distributor for the pesticide company in the
foreign country, then this information would
not generally be considered privileged.

Several groups commented that there
should be no confidential information in a
purchaser acknowledgement statement. They
claimed that this information msy be publicly
available or estimated in intemational trade
. magazines or other services. EPA believes
that companies have a valid mserest in
protecting information which could divulge
their custogners or marketing strategies, and
thus not all information in a purchaser
acknowledgement statement should be treated
as non-confidential. One commentor stated
that only financial information should be
protected as confidential. EPA believes that

this is too narrow an interpretation, For
example, courts have held that any
infarmation that could reveal market share is
Many commentors were concemed sbout
the release of any information on research
and development products. Companies
indicated that confidentiality would be
essential for such shipments o avoid
revealing mformation which could be
mvaluable 10 competitors. These commentors
stated that informstion sbout R&D products
including the chemical identity of the
the potential use pattermn, and the country of
final destination should be confidential
Several exporters explained that new products
are often developed simultaneously in
different countries before the patent status of
new research materials has been settled. Most
countries, unlike the United States, have a
first-to-file patent law, not a first-event law.
This mesns that the identity of an unpatented
research compound could be patented without
proving that the filer discovered the
compound first. Therefore, premature release
of R&D information could jeopardize the
US. producer’s patent rights to s new
product. Companies also commented that
public disclosure would allow competitors to
learn about the new areas of chemistry being
explored by the exporter. Competitors could
explore these new areas and compromise the
exporter’s competitive advantage in research.
Other commentors stated that RAD

. information relevant to public health and the

environment should not be withheld from the
public in the country of import or the public
m the United States.

- 2. Confidentiality of R&D information.
EPA believes that companies’ concerns that
the premature release of information about
research and development products may lead
o a potential loss of patent rights are valid
concerns. Therefore, EPA has conclhuded that
information about research and development
products is generally entitled to confidential
treatinent.

3. Class determination. Based on the
considerations discussed above, and in
accordance with its regulations s 40 CFR
2207, on April 25, 1991, EPA issued a Class
Determination (1-91, Identity of Importing
Country Under FIFRA section 17(a)2).),
concluding that information on the identity of
the importing country, reported 1o, EPA in
purchaser acknowledgement statements, is
not entitled 10 confidential treatment under 5
U.S.C. 552(bX4) of the Freedom of
Information Act or FIFRA. The effect of a
class determination is to make known the
Agency’s position regarding the menner in
which infarmation within the class will be
treated in accordance with the provisions of
EPA’s confidentiality regulations. Publication
of this class determination is not sufficient
grounds (o release information claimed
confidential since both 40 CFR 2.204(eX1)
and 40 CFR 2.205(fX2) require that before

release of informanon claimed to be
confidential, notice must be given by certified
mail or by other means by which the date of
receipt of the notice can be verified.

Any companics who have previously
claimed mformation about the destination of
ﬂlci:rcxponnhiplmumbewnﬁdmﬁd.wﬂl
receive the notice provided for in EPA's
regulations before the Agency releases this
mformation. (40 CFR 2.204(dX2) or 40 CFR
2205(f).

Persons submitting the information
specified in the purchaser acknowledgement
statement may assert a clsim of business
confidentiality by marking the information
claimed confidential as *‘FIFRA Confidential
Business Information.’’ Information so

- claimed will not be disclosed, with the

exception of disclosure to the foreign
governments, except in accordance with the
procedures set forth in 40 CFR part 2, 7
U.S.C. 136(h), and this policy statement.
Notwithstanding any claim of confidentiakity,
the purchaser acknowledgement statement
will contimie to be forwarded to the
appropriate foreign government officials in its
entirety, as required by section 17(a)(2).

In summary, the following information will
generally not be considered confidential: (a)
The fact that a producer makes a registered
or unregistered pesticide product; (b) the fact
that an acknowledgement statement or other
notice of export has been filed by an exporter;
(c) the identity of the unregistered exported
product; and, if applicable, the identity of the

" active ingredients of the pesticide; and (d) the

identity of the importing country and the
country or countries of final destination, if
known. Information subject to the following
class determination 1-91 will not be
considered confidential and claims of
confidentiality for this information will be
denied.

Qlass Determination 191

Ldentity of Importing Country Under FIFRA
Sectian 17(A)(2)

1. Backgrownd
Section 17(a)(2) of the Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA) sets ot

' the conditions under which pesticides not registered

for use in the United States may be exported to
other countries. Under that provision and the
&MMAm(EPA)w
of palicy goveming its implementation (45 FR
50274, Jaly 28, 1980), a pesticide which is not
registered under sectian 3 or sold under section
«n)ﬂ)dFﬂ’RAmybcuwwdodyif,phb
export, (1) the foreign parchaser tigns s satement
acknowledging it understands that the pesticide is
unregistered and cannct be s0ld in the United States
and (2) s copy of the acknowledgement statement
hag been tranamitted 1o EPA for sending to the
government of the importing country. Under EPA’s
policy, these requirements apply caly o the fir
shipment of cach unregistered pesticide to 3
mmhaﬁmmvymny.
EPA’s 1980 policy matement permitied exporters
0 claim as confidential business informatica
mqu'ndlohempa\adbEPAa:dsefotﬁp
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purchaser’s acknowledgement ststement. The
information required o be reported is as follows:

(s) Name and address of the exporter;

(b) Name and address of the foreign purchaser;

(c) Name of the product and the active ingredient
that the product is not registered for use in the
United States;

(d) Destinatian of the export shipment if
differcrs than purchaser’s address;

(c) Signature of the foreign purcheser; and

() Date of the foreign purchaser’s signatore.

In the past, and in accordance with that policy
siatement, EPA has treated this information as
confidential when 30 daimed by the exporier.
However, EPA issued ancther policy sistement on
Jamary 12, 1990 (55 FR 1261) addressing the
canfidential status of information reported 1o EPA
under section 7 of FIFRA which
affected the of certxin information
reported under section 17(a)(2).

Specifically, because section 7 mandates tha
cortain information is not entitled 10 confidential
treatment, the fact that a company has submitied
a notice under section 17(a)(2) for a given pesticide
is ‘necessarily public as well (The active ingredient
of that pesticide is also public information).

This class determination addresses the
confidentiality of the identity of the importing
country of the unregistered pesticide export. It does
not address the status of information about the -
foreign purchaser, information reported about
research and development products, or quantity of
shipment information which may be recorded an
the purchaser acknowledgement sistement.

1. Findings ]

Under EPA’s regulations on business
confidentiality & 40 CFR 2207, 1 have authoriry
to issue class determinations concemning entitlement
of business information to confidential treatment In
the case of the information reported 1o EPA under
FIFRA section 17(a}(2) concerning the identty of
importing country I have found:

(1) EPA possesses numerous aatices filed under
FIFRA section 17(a}(2) and will continue to receive
such notices in the future.

(2) The information reported concerning
importing country is of the same pature and
therefore can be reated similarly for the purpose
of this determination.

(3) A dass determination will serve s useful
purpose by smplifying EPA respanses to Freedom
of Information Act (FOIA) requests for information
contained in the notices, reducing the burden of
and affected businesses of EPA’s position in
advance.

EPA may withhold mformation from disclosure
under the FOIA if the information falls within ane
dtbeumsmtheAa(h:umxpnonnfa
*‘trade secrets”’ and commercial or financial
mformation obtained fran a person and privileged
or confidential 5 US.C. SSZ(b)(4). The matter 10
bebuddnhld-uduamxmomuvhuhu
the identities of i countries reported under
FIFRA section 17(a)(2) are entitled 10 be withbeld
ﬁm&:dmnmdulhsumdlhem

The information in question is cdlearly
commercial information obtained from a person.
The issuc is whether this information is trade secrat
or otherwise confidential within the meaning of §
Us.C 552(b)(4)lnd EPA's business

regulations at 40 CFR pant 2,
Subpent B.

Before EPA may conclude that information is
exempt from disclosure as trade secret or

oconfidential commescial information, the Agency
must find that the information is in fact mamtained
in confidence by the business and is not publicly
available. If #t is not maintained in confidence or
is publicly available, it is not entitled to
canfidential trestmment and EPA most disclose the
nformation.

The weight of evidence shows that destination
information an oxwegistered pesticides is publidy
svailable for many sach exports. For example,
some countries publish lists identifying monthly
imports incloding information on the name or type
of pesticide, the exporting country and the
information available on request

Also widely svailshie is information on
There is widespeead advertising by United Stases
cxporiers on billboards and in stores in foreign
countries for pesticides sold in those countries bat
oot regisiered in the United States. Similar
Mmmnm-ﬂfw

Agnicalural Requisites Scheme for Asia and the
Pacific and the Insemational Co-operation Centre
for Agricahural Research and Development

In addition, considerable information on
destination of pesticide exports is available from
private publishers at a cost which is high but not
prohibitively 3o for pesticide manufacturers. For
example, Battelle poblishes **World Pesticide
Programme’* reposts which provide detailed
information on pesticide usc in forcign countries.
**Agrow World Crop Pratection News'® offers
market planning and development information angd
hupmmdumadmvmm

, the Port Reporting

Servwe(PIERS)dmbueolbeJalndd
Commerce provides information oo all shipments
Jeaving the United States. Information available to
customers of PIERS varies in the level of detail
provided, but may inclode cogamodity exported,
manufacturer or shipper, destination and quantity.

Therefore, it appesrs that in many instances
exports is pot maintaied in confidence and is in
fact available to the public. For those exports,
destination information is not entitled to
confidential trestment by EPA. Since this
determination must cover all notices reccived under
section 17(a)(2), bowever, it is neceisary to
continoe the confidentiality analysis 10 spply to
those exparts for which destinatioa information
may in fact be held i confidence.

Information that has been kept in confidence
may be entitled to confidential trestment under §
US.C. 552(b)X4) if it meets one of the tests set out
in Netional Parks Comservation Association v.
Morton, 498 F.24 165 (D.C. Cir. 1974). Under
Morton, commeraial or financial information may
be withheld from disclosure if revealing the
information would be kkely (1) 0 impair the ahility
of the government 50 obtain necessary information
in the future or (Z) 0 cause substantial harm to the
campetitive potition of the submitter of the

The first test is not spplicable 10 export
destination informatian because such information is
required (o0 be submitted 10 EPA under FIFRA
17(sX2) and EPA’s palicy staternent. Therefore, the
information is not voluntarily submited and EPA's
shility to obtain it in the future would not be

impaired by disclosure. Accordingly, the applicable
Morton test is the second one, whether disclosure
of this information would be Likely to cause
substantial barm 10 the competitive position of the
submitter.
Camuyddemmncnnfocmmahalhn

If not coupled with information about quantity
shipped, the identity of the country of destination
does not reveal specific informatian about the
company’s customer list or market share. While an
mmbcmndethnhmngmfotm

cerming ch products could enable
mpemmwlnmnevmddnnmryban;
explored by the exporter and thwant **first to file*’
patent laws, no similar argument can be made for
pesticides in an established market. Therefore,
under the second Morton test, information
identifying the country of destination of
unregistered pesticide exports is ot entitled to
confidential trestment.

Hl. Conclusion
For the foregoing reasons, I find that information
reported 10 EPA under FIFRA section 17(a)(2) cn

m;maadputndeapauﬂnxfym;lhz
is not entitled to confidential

importing

treatment under § U.S.C. 552(bX4) or FIFRA.
Dute April 25, 1991.

Craig B. Anncar

Associate General Counsel

D. FIFRA Section 17(b) Notification
Programs

1. Background. — s. EPA’s 1975 notice.
In 1975, EPA issued a Federal Register
notice interpreting the section 17(b)
mmnmnﬂmuﬁcanonrequxmmmq:ply

to *‘information having international
significance.”” (40 FR 20987, May 14, 1975).
In that notice, EPA indicated that notices to
foreign governments would be sent under two
conditions: (1) whenever the Agency
registers, under the muthority of section 3, s
pesticide that contains any new active
ingredient or entails a new use, and (2) when
cancellation or suspension of a pesticide
becomes effective and is determined to be of
mternational significance. In the latter
instances, EPA indicated that such
determinations would be made by applying
general on a case-by-case basis.

In the 1975 notice, EPA also indicated
what types of action would be considered o
be of intarational significance:

1. Actions resulting from a review of the
zs:ade;mmhmxﬁomﬁndnmof

"2, Actions resulting from decisions to
reduce or revoke tolerances under the
FFDCA.

3. Actions involving issuance of a new
policy applicable to the entire pesticide

4. Actions which may have widespread
environmental, economic or political
implications. .

b. Current practice. EPA has genenlly
limited section 17(b) notices to cancellations
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or suspensions undertaken for health or
environmental reasons, and for selected
actions which place significant restrictions on
a pesticide’s use, usually at the conclusion of
a Special Review. The section 17(b) notices,
as currently designed, discuss in general the
health or environmental concerns which
prompted the action, and offer to provide
additional information upon request. The
notices are fairly brief, about three pages in
length, and are written in terms easily
understood by people who may not be
farmilier with the U.S. pesticide regulatory
program or laws.

Undr~ the current system, EPA’s Office of
Pesticiae Programs prepares a notice and
sends it to the Department of State for
transmittal to other governments. The State
Department transmits a cable to all diplomatic
posts, directing embassies to inform the host
govemmment of the information in the cable.
The embassy then contacts an appropriate
govemment office in the host country and
informs the office of the information
contained in the cable. Each embassy may
handle the notification differently, depending
upon individual circumstances. Some notify
the Environment Ministry, some inform the
Agricultural Ministry, while others may
infarm the Foreign Ministry which then in
trn is expected to inform the pesticide
regulatory body. Some embassies may simply
provide a copy of the cable, some may set
up a meeting to discuss the notice, while
others may prepare a formal diplomatic
communique to transmit the information.

c. EPA's goals. EPA wants 1 ensure that
other governments have information on
regulatory actions taken on the basis of public
health or environmental concems involving a
pesticide’s use. Such information can assist
other governments in making mformed
decisions on the continued use of pesticides
in their own countries. EPA believes that
regulatory actions will also help further health
and environmental protection goals
worldwide. EPA also belicves that informing
other governments will assist with efforts
toward intemational harmonization, as
information about EPA’s pesticide regulatory
activities may prompt similar actions abroad.

EPA has reviewed the section 17(b)
notification program to determine how it fits
in with EPA’s intemational goals. EPA wants
to inform foreign growers of any U.S..
pesticide regulatory action which may affect
their ahility to export food legally to the
United States. If the United States informs
other governments of the actions
~ that the United States has taken with respoct
to pesticides, those governments may use that
information to inform exporting producers or
to regulate the application of pesticides on
agduﬁrwdforuponbtheUtﬁledSmu.

A has detearmined that revisions to its
international notification system are
warrmnted. Revisions to the final policy focus
on the following arcas: The scope of the

mternational section 17(b) transmittals; the
frequency of such rensmittals and the content
of the notifications; and the transmiual
process itself. These areas are discussed in
greater detail below.

d. 1990 proposal. EPA requested comment
on proposed revisions to its pobicy on
notification of foreign governments of certain

" types of pesticide regulatory actions. FIFRA

section 17(b) requires international
notifications whenever a registration,
cancellation, or suspension of a pesticide's
registration becomes effoctive, or ceases 1o be
effective. Since a major objective of EPA’s
micwofimaecdonﬂ(b)pol'ty was to
improve the utility of the notification process
o recipients, EPA sent copies of the proposal
out for comment to foreign countries and

EPA proposed 1o broaden the scope of
section 17(b) notifications to include all
actions taken on the basis of health or
environmental concerns, o increase the
frequency and to amend the tranamittal
process for the notifications.

1. Scope of section 17(b) notification
program. EPA proposed 1o expand the scope
of actions subject 1 international notification

- to include all regulatory actions taken on the

basis of health and environmental criteria so
that countries receive important information
about pesticide risks. EPA also proposed that
countries should be notified of all major
actions which affect pesticide use, including
actions which eliminate all registrations for
an active ingredient or substantially change a
pesticide tolerance.

a. Types of regulatory decisions. Every
year, EPA takes thousands of different types
of regulatory actions affecting pesticide
products. These actions encompass routine,
noncontroversial decisions, as well as
regulatory actions that involve highly
contentious issues, and those which address
serious concerns about public health and
environmental risks. EPA considered a
number of factors in determining which
re actions should be subject to the
notification requirement, and in determining
how the information should be transmitted.
Among the faciors 10 be considered are:
statutory requirements; EPA'’s policy goals
for intenational pesticide efforts; consistency
with international activities; the value of the
information to the recipient; and competing
demands on EPA’s and other agencies’
resources.

b. Legisiative mandate. A literal reading of
section 17(b) (see Unit I1.B.2 of this
preambie) could require thousands of
notifications annually: every time EPA
amends a registration; cancels a registration
for failure to pay maintenance fees; or cancels
a registration at the request of a registrant.
EPA believes that this requirement should be
interpreted consistent with the intent of
Congress 10 provide meaningful information
to other countries (S. Rept. No. 92-1540,
92nd Cong. 2d Sess. a1 33 (1972)).

In the 1975 Notice, EPA noted that the
legislative history of section 17(b) indicates
that notices should serve a useful purpose.
EPA went on to conclude that it would not
serve a useful purpose to ransmit notices for
all of the actions which could conceivably fall
within the scope of this requirement, and in
fact, that notification of routine actions would
likely lessen the impact of information having
international significance. This interpretation
has guided EPA in its decisions to transmit
notices.

In the Februsry 1990 Federal Register
notice, EPA proposed that section 17(b)
notices should encompass all actions taken on
the basis of health or environmental
considerations. EPA also proposed that
section 17(b) should encompass all major
actions which affect pesticide use. This would
include actions affecting foreign growers who
wish to export food to the United States.

c. Comvments. All commentors on this issue
supported expanding the scope of actions
subject to section 17(b) notifications. Two
commentors supported the scope of actions
for section 17(b) actions as proposed, .
including an annual summary of the actions
that meet EPA s criteria. Two commentors
suggested sending notices for all new
registrations. Another commentor suggested
sending notices for all partial cancellations
and suspensions. Three commentors
supported sending notices on those pesticides
withdrawn from the market for other than
health or environmental reasons.

d. Response. EPA proposed that section
17(b) notices should be sent for proposed and
fina] suspensions and cancellations taken as
a result of the pesticide’s potential to cause
unreascnable adverse effects (FIFRA sections
6(b) and 6{(c).) EPA belicves that informstion
about final actions taken on the basis of
health and environmental criteria would be
the most critical for timely international
notifications and will continue to send such
notices under section 17(b).

However, EPA will continue to advise
other nations about major proposed actions so
that they will be aware of emerging health
and safety concerns, and will have an
opportumity to participate in the regulatory
process. These notices allow other countries
m opportunity to participate in our decisions,
and they set an example we are i
other countries to follow. Mareover, sending
these notices would be consistent with the
U.S. negotiating positions in the General
Agreement on Tariffs and Trade (GATT) and

' required once these agreements are adopted.

Partial cancellations or suspensions which
occur for administrative reasons, e.g., faihre
of the registrant to pay the fee required would
not impart particularly significant information
to the recipients of the notices. However,
because this information may still be of
interest to other countries, s summary of all
pesticide regulatory actions will be sent
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armually, including the actions for which no
section 17(b) notices would be prepared on
a routine basis, as described in this section

EPA has decided to expand the scope of
actions which will trigger section 17(b)
notifications, to include a general category of
other actions which EPA determines to be of
international significance. This addition is
designed to provide the Agency with the
flexibility to report on any regulatory actions
which may not clearly fit into other categories
on the list of actions triggering a section
17(b) notice, as Listed below.

(1) Final suspensions/cancellations as a
result of the potential to cause unreasonable
adverse cffects (sections &(b) and 6(c)).

(2) Denial of a tolerance following a
formal finding that the tolerance does not
meet the s safety standard.

(3) Denial of an spplication to register a
pesticide product following a formal finding
that the risks outweigh the benefits. ’

(4) Voluniary cancellations of a registration
where there is evidence of health or
environmental concerns (section 6(f)).

(5) Yoluniary withdrawals of registration
applications, registrations, or tolerance

- petitions, where there is evidence of health or
environmental problems prior to the
withdrawal.

(6) Reregistranion actions-issuance of a
reregistration eligibility decision document
(section 4(gX2)). Y

(7) Final actions to establish a new
tolerance or exemption from a tolerance, to
revoke a tolerance or exemption, or to amend
a tolerance.

(8) All registrations of a new active
ingredient and (if different) the first food use
registration of an active ingredient.

(9) All other actions which eliminate all or
virtually all signi t registrations for an
active ingredient inchuding: .

(i) Final cancellations for failure of a
registrant to meet conditions of registration.

(ii) Voluntary cancellations.

(iii) Cancellations for failure to pay the fee
required to reregister or maintain registration.

(iv) Cancellations resulting from other
activity under FIFRA section 4.

(12) Any other pesticide regulatory actions
which EPA deems to be of international
significance.

No section 17(b) notices would be prepared
on a routine basis for the following actions.
However, these actions will still be included
in the annual summary of pesticide regulatory
actions.

(1) Registrations of new uses of a pesticide.

(2) Registration of new products with uses
simihnoexistinguginaadum(hnwnu
*‘me-too’’ registrations).

(3) Suspensions for failure to submit data
under FIFRA section 3(cX2XB) that do not

'mxﬂlhidteﬁmhuﬁmof.ﬂavirmaﬂynll
uses of an active ingredient.

(4) Cancellation/suspensions that do not
result in elimination of the registration of all
or virtually all uses of the active ingredient

or are not taken for health and environmental
reasons (eg., vohmtary cancellation of a
product by a company because of insufficient
funds or unwillingness to meet data
requirements for reregistration )

(5) Voluntary withdrawals of petitions for
wolerances within 75 days afier receipt of a
notification from EPA of deficiencies in the
data required o support the petition. (See
EPA’s notice of policy concerning’ sbandoned
and incomplete pesticide petitions for
tolerances or food and feed additive petitions,
56 FR 43759 (September 4, 1991).

2. Timing and frequency of section 17(b)
notifications.(a) 1990 Proposal. EPA
proposed that the timing of section 17(b)
notices should depend upon the potential
effect of the action taken. Notifications of
regulatory actions based on health andjor
environmental concerns should be transmitted
as s00n as possible afier such actions are
taken. The Agency also proposed w send an
annual summary of pesticide regulatory
actions taken during the year.

(b) Camments. Ten commentors supported
the option EPA proposed-to transmit notices
of urgent health and environment concerns
immediately and to prepare an anmual report
summarizing these notices and listing less
urgent actions taken during the year. One
system of sending section 17(b) notices as
soon as possible after the action occurs.

(c) Response. EPA will prioritize the
section 17(b) notices 10 ensure that those
dealing with significant health and/or
environmental concems are Tansmitted
immediately. The Agency will also prepare an
annual summary of all pesticide regulatory
actions and transmit it to countries. The
snnual summary will list pesticide regulatory
actions published in the Federal Register
during the year.

3. Transonintal of section 17(b) notices. —
(a) Cwrrent practice. EPA transmits both
section 17(a) and section 17(b) notices
through the State Department. The section
17(s) notices are sent by the State Department
to the sppropriate embassy faor the country of
import. The State Department also sends
copies of section 17(b) notices to all
embessies for delivery 0 contacts within each
country. FIFRA section 17(b) provides that
EPA shall transmit section 17(b) notifications
through the State Department.

The current practice of transmittal has
proved to be a timeconsuming and somewhat
inefficient process. The State Department
orders all the cables it tranamits in torms of
priority. Information about domestic
regulatory actions is usually of a Jower
pricrity than diplomatic activities. Further,
embassies may lack sufficient staff to forward
the notices quickly to the appropriaic ’
govemnment officials in the receiving
countries. The current process often delays
receipt by foreign govemnments of
information about U.S. pesticide actions.

19

(b) 1990 proposal. The Agency proposed
to transmit section 17(b) notices directly to
the appropriate officials in other governments,
with copies of the notices provided to the
State Department to keep them informed
about the communication. ;

(c) Cm.wmm:xceptm
supported the direct transmittal of section
17(b) notices. The commentor who opposed
EPA’s direct transmittal of the notices stated
that since the statute requires EPA to go
&mghd:eSumDep:nmmthmining
notices, they could not condone EPA’s
proposal to act on discretionary authority and
not follow the explicit statutory provision.

(d) Response. EPA will continue to send
section 17(b) notices to the State Department
for transmittal to embassies. In addition, EPA
will send advance notices of actions covered
by section 17(b) requiremnents directly to the
appropriate officials in other governments.
EPAwillnlnopreputmmnalnmmzyof
actions covered by section 17(b). EPA will
lardthemalnmmuryofactiomdinaly
to appropriate officials in other governments
and simultaneously to the State ’

4. Content and format of the section 17(b)
notices. The section 17(b) notices currently
contain a summary of the action taken, an
explanation of the health or environmental
reasons prompting the action, and the
legislative and regulatory background for the
action. The notices state that additional
information is available upon request, usually
in the form of a technical support document
or fact sheet. There is no current standardized
format for section 17(b) notices.

a. 1990 proposal. In the proposed policy
statement, EPA proposed expanding the
content of the section 17(b) notifications and
solicited comment on the kinds of
information which should be included in the
notices and the appropriate format,
particularly for the annual summary that will
include listings of all actions taken during a
calendar year. EPA stated that it intends to
comply with recommendations for formats
made by international organizations when
revising the EPA notices, and requested
comments on this point.

b. Commens. The Agency received few
comments on this issue. Two commentors
stated that the information in section 17(b)
notices should be easily understood, not just
a copy of the Federal Register notice
describing the action. In addition, the same
commentors agreed with EPA’s proposal to
follow an internationally agreed upon format,
when possible. Three commentors suggested
including the name, addréss, telephone and
Facsimile (FAX) number of EPA contacts
with the notice.

¢. Response. EPA agrees with all
comments on this issue. EPA believes it
would be useful to expand the information
contained in section 17(b) notices. For
example, in some cases more information
nhouullamxivepesﬁeideghmdling,mnge
and disposal could be provided. EPA has
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decided to expand the information it includes
in section 17(b) notifications to the extent it
is available, and consistert with the need for
prompt notification. EPA is also considering
p'ovxdmg Spanish and French translations of
section 17(b) notices upon request. (English,
Spanish, and French are the official languages
FAO/UNEP will use mnnpluncnnng PIC
notification 2)

EPA plans 1o incorporate, to the extent
possible, some of the information used in the
FAO/UNEP notification of control action
form for section 17(b) notifications. EPA will
clearly indicate that the notice is pursuant
section 17(b) of FIFRA, 30 as not to conft =
the recipient. The FAO/UNEP form includes
the following information: the Chemical
Abstract System registry number of each
active ingredient, trade names and the
chemical nomenclature used by the
International Union of Pure and Applied
Chemists TUPAC), a description of the
regulatory action to ban or severely restrict
the active ingredient and a reference to the
national document ordering such action, a
description of reasons for the action relevant
to protection of health and the environment,
and a discussion of known altematives.

EPA will also notify the FAO/UNEP
Secretariat, using notification of control
action forms, of all final sctions which meet
the internationally-agreed upon definitions of
**banned or severely restricted for health or
environmental reasons.’’ This will-place all
relevant infarmation inw an international data
base and information exchange procedure.
E. Section 17(d) Activities

1. Prior Informed Consent System_ In 1989,
FAO and UNEP jointly adopted procedures
to augment their existing guidelnes for
muﬁcanonmdmformmnexchmge
countries. Thepocedmul’eh)ownulhot
Infarmed Consent (PIC) for trade in
pesticides and industrial chemicals which
have been bamned 61 severely restricted (57
FR 58390, December 9, 1992). FAO will
manage the program for pesticides, while
UNEP will manage the program for industrial
chemicals. The information exchange system,
of which PIC is a part, abso inchudes
procedures for mformation exchange on
regulatory actions which do not fall within
the definitions of banned or severely
restricted.

The primary objective of the PIC procedure
is to establish 2 system in which participating
concarning chemicals whose use is banned or
severely restricted in other countries; decide
whether to allow, restrict, or stop the future
imports of such chemicals; and notify other
countries on a formal basis of their decision
cancerning importation and use. The
fundamental principle of the PIC system is
that international shipment of a chemical that
is banned or severely restricted in order to
protect human bealth or the environment
should not proceed without the agreement or

mmmdwdecnmofdwdu@ucd

perticipating countries will receive
information on the health or environmental
reasons why bans or severe restrictions have
been placed on the use of chemicals or
pesticides. Upon request, they may abo
receive further information and/or technical

. assiztance that may be helpful as they make

a decision regarding continued use in their
countries. Participating importing countries
then notify FAO/UNEP of their decisions on
whether the import of a PIC chemical will be
allowed in the future, and if 30, under what
conditions. The PIC system provides a
mechanizm for formal dissemination of the
decisions of importing countries to exporting
to share the responsibility for controlling the
export of such chemicals, and o
commumicate the decisions of partcipating
importing countries w their export industries.

The United States is a strong supporter of
the PIC procedures. In the February 12, 1990
proposal, EPA requesied comment on how
best to facilitate industry compliance with
PIC under FIFRA, which as noted above,
provides limited autharity for EPA o prohibit
pesticide exports if section 17 labeling and
notification requirements are met. EPA
received two comments on this issue. One
country, and one privale group commented
that self-policing or self-suditing techniques
would not be adequate © ensure shipments
do not occur contrary © the decisions of
importing countries. One of the commentors
stated that statutory obligations, supported by
official inspections and audits are necessary
to ensure compliance with PIC.

EPA agrees that FIFRA should be smended
to provide EPA with stansory sutharity to
implement PIC fully with respect o United
States pesticide exports. Acknowledging that
under cumrent FIFRA suthority, the Agency
has limited authority 10 prohibit pesticide
exports, EPA intends 1o impiement the PIC
sysiem as fully as possible, consistent with
US. law.

On December 9, 1992, EPA publishod a
Federal Register notice amnouncing the
Agency’s participation in the PIC procedures,
and discussing EPA’s submission of two lists
of chemicals which are cither banned or
severely restricted in the United Stases. The
notice also discusses EPA’s plan o bold a
public forum w0 discuss U.S. involvement—
that of government, industry, and the
public—in the PIC process, as well as the
Agency’s intamational notification programs
under FIFRA and TSCA. (57 FR 58390.)

2. Comulancybdwmxcnon 17(b)
notifications and PIC implementation.
Generally, EPA’s section 17(b) notification
program covers a much broader range of
regulatory actions than the notices which
countries will be required to submit under the

" PIC procedures. The PIC system focuses on

two categories of regulatory actions:
pesticides and industrial chemicals which sre
“banned’’ or “*severely restricted.”’ .

The FAO International Code of Conduct
on the Distribution and Use of Pesticides
defines **banned’’ as **a pesticide for which
all registered uses have been prohibited by
final governmental regulatory action, or for
which all requests for registration or
equivalent action for all uses have, for health
or environmental reasons, not been granted.*

The Code of Conduct defines *‘severely
restricted”’ as *‘a limited ban-a pesticide for -
which virtually all registered uses have been
prohibited by final governmental regulatory
acmnhncammspeaﬁedregxstaedusa
remain authorized.”’

Cotmmn'emnorepmion;xoposed
actions. Only pesticides and industrial
chemicals which have been bammed or
severely restricted by a final government
action, or due to voluntary cancellation by
industry, may be listed. (However, voluntary
cancellations should only be reported to FAO/
UNEP where there is clear evidence that the
pesticide is withdrawn for health andjor
environmental reasons.)

EPA plans to review draft section 17(b)
notices as they arise to soe whether the
actions described in the notices would also
trigger notification under the PIC system.
EPA has considered whether notification
through the PIC procedures can or should
substitute for direct notification to foreign
govemnments of section 17(b) notices. EPA
believes that allowing this substitution in
those cases where the regulatory action
desmbedmmesecuonn(b)mucewmﬂd
also trigger a PIC notice will reduce the =
burden and cost to EPA and svoid possible
confusion to those receiving and managing
duplicative information. Therefore, the
AgmcymtmdﬂounPICpooedmub
transmit notices 10 countries participating n
PIC who have established a designated
national authority on the FAQO/UNERP list,
rather than send duplicative section 17(b)
notices.

For countries which do not have a
designated national suthority, EPA will obtain
information on the appropriate person to
contact and transmit section 17(b) notices as
described in this final policy statement.

3. Swpporting environmental protection in
other countries. EPA's efforts to assist in the
protection of public health and the
environment in other nations follow two
tracks. First, EPA provides information
through the notification programs mandated
by FIFRA section 17. Secondly, EPA
supports the development of decision-making
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capabilities and regulmy mfrastructures in
pesticide importing countries.
are many ongoing projects designed
to assist the development of effective
pesticide regnlnory systems and to promote
safer pesticide use in developing countries.
One example is EPA’s work with the U S.

improve pest and pesticide management in
cmmmmmmomn
pmpctnebdm:cepuﬂnchulth.
environmental protection and food safety in
both the United States and Central American
countries. The project will be coordinated
with ongoing activities under the auspices of
FAOtoesubhnhmmlumnomlsymnof
mfamanmexdnngemd ‘prior informed
consent’” with respect to international trade in
pesticides and other efforts to strengthen the
regulatory capabilities of developing
countries.

Collaboration between EPA and AID will
focus on the following three areas:

(a) Strengthening Regulatory Institurions
by providing training, technical assistance,
and information to the Central American
national and regional entities involved in the
regulnnmofmumdennpomnmx
distribution, use and

(b) Suppoart for AID Food Export Programs
by providing mformation that will assist
Central American countries in meeting U.S.
pesticide tolerance requirements. -

(¢) Pesticide management and safety
training, including the development of
tnmmgmdwcbmcalmwepmgrm
designed to promote and encourage the
adoption of sppropriate pest management
practices.

In connection with the development of the
pilot project, EPA organized and conducted
a workshop with AID in San Jose, Costa Rica
in November 1990. The workshop focused on
the U.S. pesticide regulatory system, with the
aim of familisrizing Central American
countries with regulatory requirements and
procedures, particularly as they spply to foods
intended for export to the United States. The
Agency for International Development, the
U.S. Food and Drug Administration, and the
U.S. Department of Agriculture all .
perticipated.

Another component of the Central
Amezican project is the development of joint
FDA-EPA laboratory assessment and
enhancement activities, which will include a
survey of current laboratory capebilities in the
nmledmncdmntmmdwmmgm
analytical methods and quality control, access
o pesticide reference standards, and other
forms of technical

Duwing 1991, EPA officias prticipetd in
interagency meetings with Mexican
governmental officials in Mexico City and in
Washington, DC to exchange information on
regulatory procedures as well as specific
chemicals of concern, to discuss plans for

upgrading pesticide regulation and

enforcement, and 10 explore proposals for
redut:mg violative residues on food imported
into the United States.

In 1990, EPA.ulherequestofAIDmd
USDA, participated in & AID-organized )
disposal workshop for West African countries
in Niamey, Niger. 'l'hefoauofd\ewm‘kshop
was mitigation of environmental problems
resulting from storage and disposal of
pesticides. In 1990, EPA provided technical
assistance in storage and disposal 1o Guinea
Bisssu.

Other examples of EPA’s recent
international pesticide activities include: co-
spor.sorin,_ regional workshops with the
United Nations’ FAQ, on strengthening
pesticide regulation in Asia and the Pacific
Islands, Latin America and the Caribbean;
participation in an international meeting in
Beijing, China, on international
harmonization of pesticide tolerance levels;
and numerous other international technical
meetings. EPA continues to host mumerous
international visitors to provide training in a
variety of areas, including regulatory
development, data evaluation, decision
methods and procedures for pesticide
regulation; and to provide expert staff
jparticipation in international workshops and
technical assistance activities.

EPA has also developed projects jointly
with the U.S. Peace Corps. Through a
Memorandum of Understanding (MOU)
signed with the U.S. Peace Corps in

" September of 1989, EPA has provided

technical assistance through the provision of
EPA expert trainers and training materials
and participation in raining needs
assessments. EPA participated in an
assessment of pesticide use and regulation in
Ecuador and Paraguay, particularly with
respect to the Peace Corpe volunteer sites and
positions. In 1990, EPA conducted training
on pesticide safety for 28 Peace Corps
volunteers in Ecuador, and provided bilingual
training materials on pesticide application and
safety, for this and future training.

4. Harmonizing U S. and international
standards. EPA recognizes that the
global environment and the public heahth of
nllpeoplamunbeauulyooopame

EPA promotes the development of consistent
methods and standards 10 meet these common
objectives. Encouraging the development of
pesticide standards which promote effective
environmental and public health protection
world-wide also serve to minimize
umneceasary disruption of intemational trade.
While EPA recognizes that environmental
regulation which is not based on sound
science and risk management policy should
not be used 0 enact unfair trade barriers,
EPA will not relax science-based standards
which protect public health or the
environment in order to harmonize them with
standards established elsewhere.

EPA participates in activities aimed at
promoting harmonization of science-based
pesticide regulatory requirements and
resolving problems that may result from
differing standards that may raise allegations
of unjustified restrictions on international
trade. P.umples of these activities are: the
provision of information on proposed
regulnory actions (¢.g., ¢ancellations,
suspensions, tolerances or wlerance
revocations); EPA’s participation in the
General Agreement on Trade and Tariffs
(GATT) Uruguay Round negotiations on
sanitary and phylounmry measures;
discussions in connection with the ncgomnon

. of a North American Free Trade

the Rome Conference on Food Standards,
Chemicals in Food lnd Trade, (an
international meeting jointly sponsored by
FAO and the World Health Organization
(WHO) in March 1991); and in mumerous
FAO expert meetings and Government
Consultations. In addition, EPA actively
supports the Joint Meeting on Pesticide
Residues (IMPR) and the Codex Committee
on Pesticide Residues (CCPR), providing
resources and temporary expert advisors to
assist in scientific deliberations. EPA also
participates in periodic meetings with its
counterparts in Canada, the United Kingdom,
and the Exropean Community to discuss
pesticide regulation and food safety issues.

IV. Technical Amendment

A. Revising Section 169 2(h)3) to Conform
With the Requirements of this Policy

Section 169.2(h) contains recordkeeping
requirements for exporters of pesticides,
devices, and active ingredients used in
producing pesticides intended solely for
export to any foreign country. The second
sentence of paragraph 3 of section 169.2(h)
discusses the requirement to obtain a foreign
purchaser acknowledgement statement
pursuant. EPA is deleting this sentence in
order to make section 169.2(h) consistent
with this policy.

V. Public Record

EPA has established a public record for
this final policy statement under docket
number OPP-170003. Included in the record
are two proposed policies (dockets mrmber
OPP-170000 and 170001), as well as copies
of public comments received on the
policy statements. The record is available for
mspection in Room 1128, Crystal Mall 2,
1921 Jefferson Davis Highway, Arlington,
Virging ’

VL Other Regulatory Requirements
A. Executive Order 12991

Under Executive Order 12291, EPA must
judge whether an action is **major’’ and
therefore subject to the requirement of s
Regulatory Impact Analysis. EPA has
determined that this policy does not constitute
& major action because it does not meet any
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of the criteria set forth and defined in section
1(b) of the Order. Costs were estimated based
on existing program experience, including the
number of annunal submissions presently made
to EPA that would be affected by changes
mspobcymmhmtmdlothcomccof
Management and Budget (OMB) for review
as required by Executive Order 12291. Any
comments from OMB to EPA and any EPA

response to those comments are available for

public inspection in the public file at the
Public Docket location listed under the Public
Record section cited above.
B. Regulatory Flexibility Act

Under the Regulatory Flexibility Act, (5
U.S.C. 605(b)), EPA has determined that this
policy will not have a significant economic
tmpact on s substantia] number of small
businesses. The recordkeeping required
would easily be satisfied by the normal
invoices that are a necessary part of all
overseas transactions. The purchaser
acknowledgement siatements required to be
signed could be included with sales contracts
signed by the foreign purchaser. The cost of

reporting W the Agency as shown in the
information collection burden statement is

minimal. A requirement that the purchaser
scknowledgement satement be multilingual
was.not inchuded in the final policy for a
number of reasons, including comments that
the cost to small businesses could be
prohibitive. .

C. Paperwork Reduction Act

This policy amends provisions of the
foreign purchaser acknowledgement
statement requirement of the export policy for
unregistered pesticides, which is currenily
cleared by the Office of Management and
Budget (OMB) under control number 2070-
0027. The information collection
requirements imposed by this policy
statement have been submitied 10 OMB under
the Paperwork Reduction Act, 44 US.C.
3501 et seq. A copy of the information
collection request (ICR) document may be
obtained from the Information Policy Branch
of the Office of Policy, Planning and
Evaluation (OPPE) of EPA at the address
given below.

Annual respondent burden for this
collection of information is estimated to
average .92 hours per response, inchuding
time for reviewing instructions, searching
existing data sources, gathering and
and reviewing the collection of information.
An estimated 976 responses snnually are
- snticipated, for a total annual burden of 895
hours. Send comments regarding this burden
estimate or any other aspect of this collection
of information, including suggestions for
reducing this barden, to Chief, Information
Policy Branch, PM-223, U S. Environmental
Protection Agency, 401 M St SW.,
Washington, DC 20460, and to the Office of
Information and Regulatory Affairs, Office of

Management and Budget, Washingson, DC
20503, marked **Attention: Desk Officer for
EPA.”’

List of Subjects 40 CFR Parts 168 and 169
Advertising, Exports, Labeling, Pesticides
and pests, Policy statements, Reporting and
Dated: January 19, 1993,
William K. Relity,
Therefore, 40 CFR chapter |, parts 168 and
169 are amended as follows:

PART 168 [AMENDED]
In part 168;
. The authority citation for part 168
continues to read as follows:
Asthority: 7 US.C. 136-136y.”

SUBPART C [RESERVED]
b. Subpart C is added and reserved..
3. Subpart D is added to read ss follows.

Subpart D — Export Policy and Procedures
for Exporting Unregistered Pesticides

Sec. —

168.65 Pesticide export label and labcking
requirements. .

168.75 Procedures for exporting unregistered
pesticides— purchaser acknowledgement
siatement requirement.

168.85 Other export requirements.

' §168.65 Pesticide export label snd

lsbeling requirementa.

(a) General. This section describes how
EPA interprets and will enforce the
requirements of FIFRA section 17(a)(1).
Every exported pesticide, device, and active
ingredient used in producing a pesticade (see
§ 152.3 of this chapter for the defamition of
*‘active ingredient”’ and *‘pesticide™) must
bear a label or labeling which meets the
requirements of FIFRA section 17(a)(1). This
requirement applies to all such pesticides,
devices, or active ingredients, regardiess of
whether the export is for commercial or
research use. In the case of unregisteged
pesticides, including research substances
which are being exported for testing, the
labeling requirements of this section continue
0 apply independently of whether the
exporier must submit a purchaser
acknowledgement statement under FIFRA
section 17(a)(2) as described st § 168.75 of
will satisfy FIFRA section 2(qX1XE) (G), -
and (H) and section 2(qX2XA) and (D) must
appear in English and in the sppropriate
foreign languages, on the label or labeling as
described in paragraph (b)X4) of this section.
The required labe! and labeling statoments
may be met through either immediate
containes labels, accompanying supplemental
labeling as described in paragraph (c) of this
section, or a combination of the two.

(b) Specific requiroments. The labels and
labeling of any exported pesticides, devices,
mdacuvcmgredxmumedm]xodm:mg
pesticides must meet the requirements
regarding label and labeling content, correct
representation, and understandability as stated
in this paragraph. .

(1) Label contents. The term *‘label”’
means the written, prinsed, or graphic matter
on or attached to the immmediate container of
the pesticide, device, or active ingredient used
i producing a pesticide. In the case that the
immediate container is enclosed in an outer
container or wrapper through which the label
cannot be read, the label must also be on such
outer container or wrapper. Except as
provided in paragraph (c) of this section, the

or active ingredient used in producing a
pesticide must bear a conspicuous and
readable label which inciudes:

(i) EPA pesticide producing establishmens
number. The producing establishment
registration number must be present but may
sppear mywhae on the label or immediate
‘container in accordance with the
establishment registration labeling
requirements set forth in § 156.10(f) of this
chapter.

(ii) Warning or caution satements.
Warning or caution stsiements must sppear
on the label and must be adequate for the
protection of persons handling the pesticide,
device, or active ingredients including
warnings regarding general toxicological
hazards and environmental, physical, or
chemical hazards. Waming and caution
statements must sppear m English and in the
appropriate foreign languages, as described in
paragraph (bX4) of this section. Where the
U.S. waming or caution statement, a5
translated, is obviously & m.lp;rop'mc to
protect residents of the importing country,
(for example, where a statement calls for a
gas mask meeting the specification of the
U.S. Bureau of Mines) nequivalauauﬁm
must be substituted.

(iii) TAe staterment “'Not Registered for Use
in the United States of America.”’ The labels

of all pesticides, devices, and active
" ingredients

which are not registered for use
in the United States under FIFRA section 3
must prominently display the following
statement: ‘‘Not Registered for Use in the
United States of America.’’ The statement
must appear in English and in appropriate
foreign languages, as described in paragraph
(bX4) of this section. ht is permissible to -
sppend explanatory text which qualifies the
statement by pointing out the reasons for the
unregistered status. Examples of possible
additional statements are **Not Registered for
Use on..."", **No Longer Registered for
Use..."””, or **Not Registered...becsuse...'’
Such additions must not be misleading or
misrepresent the registration status of the
pesticide. The statement **Not Registered Ror
Use in the United States of America®* must
also be present.
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(A) A pesticide is considered registered for
the purposes of the section 17(aX1) -
requirement only when:

(1) A label and labeling approved under a
current FIFRA section 3 registration for the
product is either attached to the immediate
product container or accompanies the product
at all times as supplemental labeling as
provided in peragreph (c) of thiz section.

(2) The formula of the exported product is
the same as the formula of the U.S. registered
product (within certified limits). In addition,
a change in the color or fragrance of the
export product will not affect the product’s
registration status, as long as the following
conditions are met:

(i) The change in color must result only
from the addition of a dye included on the
List of the chemicals exempted from the
requirement of a tolerance at § 180.1001, and
the dye must not be a List 1 inert. (List 1
inerts are those inerts which the Agency has
identified as presenting toxicological
concerns. The classification of inerts is
explained in EPA’s Policy Statement on Inert
Ingredients in Pesticide Products, which can
be obtained from the Office of Pesticide
Programs public docket, Room 1128, Crystal
Mall 2, 1921 Jefferson Davis Highway,
Arlington, Virginia 22202,

&h;;gMCh;"gI:hmymemmtrle
only from the addition of a chemical included
on the list of chemicals exempted from the
requiremnent of a tolerance (§ 180.1001) and
the chemical must not be a List 1 inert

(sii) The change in fragrance must not
result in a pesticide product containing a food
or food-like fragrance. (See *‘Food
Fragrances in Pesticide Formulations,**
EPA’s Office of Pesticide Programs Policy
and Criteria Notice number 2155.1,
November 20, 1975 which can be obtained
from the Office of Pesticide Programs public
docket, Room 1128, Crystal Mall 2, 1921
Jefferson Davis Highway, Arlington, Virginia
2202.).

(iv) Any differences in color or fragrance
of the export product in accordance with this
section must be reflected in records which
show the complete formula of the export
product in accordance with the requirements
of § 1692 and this policy.

(3) No statements which appear on any of
the product labels or labeling sdd new uses
ot claims or in any way contradict the
approved FIFRA section 3 labeling. However,
certain minor changes may be made to a
product’s labeling or packaging without
affecting the registration status of the
as specified in § 152.46(b) of this chapter.

(iv) The ingrediens statement. The
ingredient statement must appear on the label
in English and in"sppropriase foreign
languages (as described in paragraph (bX(4) of
this section). If the English language
description of the ingredients is easily
identifiable and kikely to be understood by the
ordinary individual, the foreign language
ingredient statement need not be included on

the label. In the case of pesticide products,
devices and active ingredients shipped solcly
for research and development purposes, it is
permissible to use coded identification of
ingredients on the label in order 10 protect
confidentiality, in accordance with the
requirements of §§ 168.75(c) and 168.85(a).

(v) Identity of parties. The name and
address of the producer, registrant (if any), or
the person for whom the pesticide was
produced, must appear on the label.

(vi) Weight or measure. The net weight
must appear on the label in either English or
metric units,

(vii) Additional warning for highty toxic
pesticides. If the pesticide, device or active
ingredient is highly toxic to humans, the skull
and crossbones, the word **Poison’’, and a

statement of practical treatment shall be in
English and in the appropriate foreign
languages, as described in paragraph (b)4) of
this section. The skull and crossbones may be
i red or black. For criteria on what pesticides
are highly toxic, see § 156.10(h) of this

(2) Use classification statement. In addition
to the label contents described in paragraph
(bX1) of this section, the labeling must
include 2 use classification statement, if a use
classification has been assigned under a
FIFRA section 3 registration. The use
classification shall accurately describe the use
classification applicable to the U.S. regisiered
use of the pesticide, device or ketive
gredient (e.g., ‘'Restricted Use Pesticide™).
Summary statements describing the use
classification, e.g., *‘For retail sale 1o and use
only by Certified Applicators...’", or
explaining what such terms mean are not
required, but may be included if such
statements do not result in false
representation of the U.S. regulatory status of
the pesticide. The use classification
information may appear on the product label
or an the labeling accompanying the pesticide
product during shipment.

(3) Misrepresersation. The labeling shall
not make false or misléading representations
or represent the product as an imitation of
other products.

(4) Understandability. The required
stalements must be expressed in such terms
as to render them likely 10 be read and
understood by the ordinary individual under
customary conditions of purchase and use. To
satisfy this section, certain information
described in paragraph (bX4)i) of this
section, which appears on the labeling of all
exportad pesticide products, devices and
active ingredients must appear in English, in
an acceptable language of the country of
import as defined in paragraph (bX4)Xii) of
this section, and in an acceptable language of
the country of final destination, if known or
reasonably ascertainable by the exporter.
When there are several official languages or
dialects in a country, the language which is

23

h
predominately spoken or written, or a
language in which official govemment

business is conducted, will be acceptable.
(i) Information required 10 be multilingual.
The ﬁ?llowtng labeling information must be

(A) The warning and csution statements.
(B) Where required, the statement **Not
Registered for Use in the United States of
America.”’ C
(C) The ingredient statement.

(D) Where required in sccordance with
peragraph (b)X1)vii) of this section, the word
*‘Poison’" and the statement of practical
treatment in case of poisoning.

(i) Acceptable languages. In all cases,
Pngli:hmunbemofﬂ:elmguagesuwd
on the label or labeling. In addition, either the
language which is used to conduct official
govemment business, or the predominantly
spoken or written language of the country of
import must appear on the labeling. In each
case where a country of final destination is
known, the language which is used to conduct
official government business or which is
predaminantly spoken in that country, if
different from the language of the country of
import, shall also appear on the labeling. In
anry case where English is predominantly
spoken or written or is the language used to
conduct official government business in a
country, no other language need be included
to meet the multiple language requirement of
this paragraph.

(c) Supplemental labeling. A pesticide,
device or active ingredient intended for
expost will not be considered in violation of
the labeling requirements of FIFRA when the
label and/or labeling requirements stated in
paragraph (b) of this section are met by
supplemental labeling. Supplemental labeling
must be attached to the immediate product
container or the shipping container of the
pesticide, device or active ingredient at all
times when it is shipped or held for shipment
to meet export label requirements.
Supplemental labeling must meet all of the
labe] requirements in paragraph (b) of this
secton which are not met by the immediate
product Iabels. Supplemental labeling will
satisfy the labeling requirements of FIFRA
only if the following conditions are met:
(1) Applicabilisy. The use of supplemental
Iabeling applics to any situation where the .
labeling requirements specified in this section
are not met fully on the product label which
is atached 10 the immediate product
container. Any required label or labeling
staiement not met on the immediate container
may be met tal labeling.
ey reugh npplemenl beig
shipment. If supplemental labeling is used to
meet any of the labeling requirements of
FIFRA section 17(a)X1), it must meet all of
the requirements in paragraph (b) of this
section which are not met by the label on the
immediate product container. Thus, the
supplemental labeling, together with the
immediate product container label will meet
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all of the requirements of peragraph (b) of
this section. Where used, supplemental
labeling must be attached to or accompany
the product shipping container of the
pesticide, device, or active ingredient used in
producing a pesticide at all times when
shipped or held for shipment in the United
States.

§$168.7S Procedures for exporting
ticides-purchaser

unregistered pes!
scknowiedgement statements.

This section describes how EPA interprets
and will enforce requirements of FIFRA
section 17(a)(2). Section 17(a)(2) provides
that sny person exporting a pesticide other -
than a pesticide registered for use under
FIFRA section 3 or sold under FIFRA section
6(2)(1), zhall obtain a statement signed by the
foreign purchaser prior to export,
acknowledging that the purchaser understands
that such pesticide is not registered for use
in the United States and cannot be sold in the
United States. Section 17(a)X(2) requires that
a copy of the statement be transmitted 1o an
appropriate official of the government of the

importing country. .

(a) Products subject to the requirement.
EPA will not consider an exporter of an
unregistered pesticide to be in violation of
FIFRA section 17(a)2) if, prior to export of
the pesticide, the exporter submits to EPA a

- statement signed by the foreign purchaser
which affinns that the purchaser is aware that
the pesticide is not registered for use in the
United States and cannot be sold for use in
the United Stazes. The exporter must also
include with the submission of the purchaser
acknowledgement statement to EPA, a
certification signed by the exporter affirming
that the export did not occur until the
statement signed by the foreign purchaser was
obtained by the exporter. Except as provided
in paragraph (b) of this section, all pesticide
products produced for export which camnot be
sold for use in the United States in the form
that they are produced for export, are
considered to be unregistered pesticides. This
includes pesticides which are of a different
formulation, inchiding composition (except
for variation within certified limits), or type
of formulation, and pesticides which are
packaged for use patierns for which they are
not registered, which may be evidenced by
package type or label use statoments. This
under development as pesticidal products and
which are being exported for research testing.

. (b) Exceptions. Under the specific
. circumstances discussed below, EPA will not
treat 2 registered product which has been
modified slightly for export purposes, as
unregistered for the purposes of the purchaser
scknowledgement statement requirement.
Any changes 10 the registered product for
export purposes must be documented in
accordance with the record-keeping

requirements at § 1692 of this chapter and
this policy.

(1) Labeling on Immediate Product. EPA

" will not treat as unregistered for the purposes

of section 17(a)X2), a registered pesticide
product which cannot be sold or distributed
for use in the United States because its
mmmediste product container does not bear a
label approved under a FIFRA section 3

_registration, but which could be sold or

distributed in the United States with the
approved label attached to the immediate
product container, provided that the label and
labeling approved under a current FIFRA
section 3 registration for the product is either
attached to the immediate product container
or accompanies the product at all times as
supplemental labeling as provided in
paragraph (c) of this section.

(2) Packaging. (i) Certain changes may be
made (o & product’s labeling or packaging
without affecting the registration status of the
product, as specified in § 152.46(b) of this
chapter and this policy. These changes
include any changes in package size and label
net contents, provided no change in use
directions or requirement for child-resistant
packaging would be necessary for the product
to be registered for use in the United States.
For example, if child-resistant packaging is
required for a particular pesticide product in
the United States, and the product will be
exported without child-resistant packaging,
the product would be considered unregistered
and therefore subject to all the requirements
of FIFRA section 17(a), as described in §
168.75 of this chapter including the
requirement for a purchaser
acknowledgement statement. .

(ii) If an exporier needed to-repackage a
product in a size to meet a foreign
purchaser’s specifications, that modification
would not affect the registration status of the
export product. Other modifications to the
labe! used for export purposes which will not
affect the export product’s registration status
are: the use of metric units for net contents,
dosages, and other numeric expressions; the
use of a different format for the label,
provided that the information does not
contradict the U.S. label; revision of non-
mandatory U.S. label statements, consistent
with 40 CFR part 156, including additions or
changes required by other Federal statutes or
regulations; a change of the name or address
of the registrant, except for a change resulting
from transfer of ownership, which requires
that a registrant keep his name and address
current with the Agency; and any correction
of typographical or printing errors that
appeared on the U.S. labeling. (See §
152.46(b)).

(3) Labeling statements. Thefollowmg
statements which sppear on any of the
product labels or labeling will not affect the
status of the product, provided that they do
not contradict the spproved FIFRA section 3
labeling:

(i) It is permissible 0 add explanatory
language which sccurately explains the
meaning of & use classification. For example,

the statement * relmclodulepcsuade may
be expanded 10 read: **Restricted in the
UmtedSmuofAmamlomcbycauﬁed
applicators™” or **Restricted Use Pesticide. In
The United States this product is restricted to
use by applicators determined by each state
lobecompetaumpanndelpphunmmd
the human health and environmental
consequences of misuse.”” If the explanatory
language falsely represents or is misleading
regarding the U.S. use classification, the
product will be considered misbranded. In
addition, a use classification can only be
listed if one has boen assigned pursuant to the
US. registreon.

(i) An exporter who is also the
manufacturer of a U.S. registered pesticide
may add new uses 10 the label of that product
forexponpmpooegmd)ommggermglh
requirements of section 17(a)(2), as long as
the new uses are within the same general use
patiems as those for the registered product.

(Pesticide use patierns are listed in Appendix
A 10 40 CFR part 158-Data Requirements for

Registration: Use Pattern Index. The general -
pesticide use patterns are: terrestrial food crop
and terrestrial nonfood crop; greenhouse food
crop and greenhouse nonfood crop; aquatic
food crop and squatic nonfood crop; indoor
use; and forestry use.) Adding new uses to
the label which change the use pattern, such
as changes from non-food 1o food use,
owtdoor o indoor use, or temrestrial to aquatic
use, render the product unregistered and
subject to the requirements of section 17 for
unregistered products. If the new use added
to the label is & food or feed use, & tolerance
maust already be established for the use of that
pesticide in or on that commodity.

(4) Compasition. EPA will not treat a
registered product as unregistered for the
purposes of the purchaser acknowledgement
statement requirement under the following

specific circumstances:

(i) The formula of the exported product is
within certified limits of the formula of the
U.S. registered product.

(ii) An exporter, who is also the

‘manufacturer of a U.S. registered pesticide,

may decrease the percentage of the active
ingredient(s) of that product by adding a List
4 inert ingredient, without causing the product
10 be treated as *‘unregistered’’ and triggering
the requirement o obtain s purchaser
acknowledgement statement as a condition
for export. In EPA’s Policy Statement on
Inert Ingredients in Pesticide Products, EPA
inchuded inert ingredients on List 4-a list of
inert ingredients posing minimal hazard or

- risk-if the inert ingredients were generally

regarded as innocuous. The provisions of this
paragraph do not spply 10 those pesticide
products intended for public health uses
which are required or conditionally required
to submit data pursuant to § 158.640
of this chapter. Any differences in formula or
composition caused by adding a List 4 inent
must be reflected in recards which show the
complete formuls of the export procuct in
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accordance with the requirements of § 1692
(iii) A change in the color or fragrance of
the export product will not affect the
product’s registration status as long as the
following conditions sre met. The change in
color must result only from the addition of
a dye included on the list of the chemicals
exempted from the requirement of a tolerance
at § 180.1001, and the dye must not be a List
1 mext. (List | inerts are those inerts which
the Agency has identified as presenting
toxicological concerns. The classification of
inerts is explained in EPA s Policy Statement
on Inert Ingredients in Pesticide Products.
The change in fragrance must result only
from the addition of a chemical included on
the list of chemicals from the
requirement of a tolerance (§ 180.1001) and
the chemical must not be a List 1 inert. The
change in fragrance must not result in a
pesticide product containing a food or food-
like fragrance. (See **Food Fragrances in
Pesticide Formulations,’*” EPA’s Office of
Pesticide Programs Policy and Criteria Notice
number 2155.1, November 20, 1975.) Any
difference in color or fragrance of the export

" product in accordance with this section must

be reflected in records which show the -
complete formula of the expart product in
accordance with the requirements of§169.2
and this policy.

(5) Research and development products.
An unregistered pesticide product exported
only for research and development purposes
is subject 1o the notification requirements of
this section, unless its use fits within the
criteria described in this paragraph.

(i) An unregistered pesticide product
exported solely for research and development
purposes will not be considered to be in
violation of the notification requirements if
the export of the research and development

t

(A) Would not involve land uses of more
than 10 acres (4.05 hectares), or be used on
or affect food or feed crops which are
intended for consumption.

(B) Would not involve aquatic uses of
more than ] acre (0.405 hectares), or any
aquatic uses which involve water used for
frigation, drinking or recreation, or be used
on or affect plants or animals taken for food
or feed from such waters.

(C) Would not involve tests on animals
tniended for food or feed.

(i) Shipments to different purchasers, to
different countries of fina] destination, or
which occur more than a calendar year apart
will be evalusted separately. When
determining whether total shipments exceed
the criteria described in this paragraph, EPA
will evaluate the total amount of shipments
by a single exporter during a calendar year
for use in a particular country.

(iii) An exporter bears the burden of
demonsiyating that the product meets these
criteria before the research product is shipped.
This may be met by documenting before the

product is shipped and maintaining records
for the time period required by § 169.2(h) of
this chapter from the date of the last shipment
relevant to such records. The records to be
maintained consist of:

(A) The identity of the purchaser and
country of intended use of the research
product. .

(B) The amount shipped. :

(C) The intended research use by the
purchaser, including the type of application
site, rate of application, and measures taken
for protection of humans from direct or
dietary exposure.

(c) Procedures. An exporter of sn
unregistered pesticide product must submit a
purchaser acknowledgement statement to
EPA containing the information stased in
paragraph (cX1) of this section, and a
statement signed by the exporter certifying
that the exportation did not occur until the
signed acknowledgement staiement had been
obtained from the purchaser. If the foreign
purchaser signs a purchaser acknowledgement
statement in their own language, it must be
accompanied by an English translation when
it is submitted to EPA by the exporter. These
statements shall be submitted in accordance
with onc of the two options for submission
described in paragraph (cX2) of this section.

(1) Corutents of the purchaser

acknowledgement statements. The purchaser

acknowledgement statement must include the
following information in a format that is
clearly understandable:

(i) Name, address, and EPA identification
number, if applicable, of the exporter.

(ii) Name and address of the foreign

purchaser.

(iii) Identity of the product and the active
ingredient(s), including:

(A) The Chemical Abstuact Services (CAS)
Registry number for each active ingredient.

(B) The chemical nomenclanure for each
active ingredient as used by the Intemational
Union of Pure and Applied Chernists-
(IUPAC).

(C) Other known chemical or common
names; or if the export involves a research
product, a code name or identification number
that can be used by EPA w0 identify the
product from the exporter’s records. If a code
name or identification number is used,
additional information must be attached 1o the
certification statement submitied with the
purchaser acknowledgement statement which
will enable EPA to identify the product This
attached information may be claimed as
confidential, and EPA will not forward this
information with the purchaser
acknowledgement statement to foreign
govemnments.

(iv) If known or reasonably ascertainable,
the country or countries of final destination
of the export shipment, ie., where the )
exported pesticide is intended 10 be used, if
different from the country of the foreign
purchaser’s address.

(v) A statement that indicates that the
foreign purchaser understands that the
product is not registered for use in the United
States and cammot be sold in the United States.

(vi) The signatrre of the foreign purchaser.

(vu)'lbdueofzhcforctmp\rchual
signature.

(2) Reporting options. Al the discretion of
the exporter, the requirements of paragraph
(cX1) of this section may be met on a per-
shipment or annual basis, as stated in
paragraphs (c)X(2)(i) and (c)}2)Xii) of this
secﬁmlfdmepocedmhplngnph
(cX2Xii) of this section are not followed,
EPA will consider paragraph (cX2)Xi) of this
section, requiring pershipmen. purchaser
acknowledgement statements, to be
applicable in full Where paragraph (c)X2Xi)
of this section is applicable, each shipment
which does not meet the requirements of that
paragraph will be considered to be a separate
violation of FIFRA.

(i) Per-shipment purchaser
acknowledgment statement. Unless the
exporter chooses to follow the
described in paragraph (cX2)ii) of this
the exporter must obtain and submit to EPA,
a signed purchaser acknowledgement
stalement prior to each shipment of an
unregistered pesticide according to the
following procedures:

(A) Pnor to each shipment in a calendar
year of an unregistered pesticide product to

a particular purchaser in a foreign country,
the exporter must provide the foreign
purchaser with instructions about the required
information on a purchaser acknowledgement
statement, and inform the foreign purchaser
that the pesticide product canmot be exported
from the United States until the exporter has
received from the foreign purchaser a
properly completed, signed, and dated
acknowledgment statement.

(B) The exporter must obtain, prior to each
shipment in a calendar year of an unregistered
pesticide product to a particular purchaser in
a foreign country, a signed purchaser
acknowledgment statement which contains
the information set forth in paragraph (cX1)
of this section.

(C) The exporter must sign a statement
certifying that export did not take place until
a signed purchaser acknowledgement
siatement was received. The exporter must
also specify the chemical identity of any
research product which is referred to by code
in the purchaser acknowledgement statement.
The information regarding the specific
identity of research products, which may be
included in the statement or consist of an

(D) The exporter must subrmit the signed
acknowledgement statement from the foreign
purchaser, and the accompanying certification
by the exporter including attachments, 1o EPA
within 7 working days of the exporter's
receipt of the purchaser acknowledgement
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statement, or by the date of export, whichever
occurs first. This information must be
transmitted to the following address:

ion Agency, Office of
Pesticide Programs, (H-7501C), 401 M Streer, SW,
Washington, DC 20460, Anention: Purchaser

(8) Amwal reporting procedures. Unless
ﬂ\eexporuchooseswfolbwdxepa-
shipment reporting option described in
paragraph (cX2)(i) of this section, the
exporter must follow the procedures for
annual summary reporting which inchude the
requimnmxofnpmchawld:nowledgm
statement for the first shipment each calendar
year of an unregistered pesticide product to
a particular purchaser, and sn aimual
summary of shipments to that purchaser. The
ammnual summary reporting procedures are as
follows:

(A)Priatodleﬁmshipmmtead’n
calendar year of an unregistered pesticide
product to a particular purchaser in a foreign
country, the exporter must provide the foreign
purchaser with instructions about the required
infamnimonapmchuaadnowledgm:
statement, and inform the foreign purchaser
t:lmﬂlcpesﬁcidcpmdlncmntbecxpmwd
fromtheUnitedSmcsmxil!heexponahzs
received from the foreign purchaser a
properly completed, signed, and dated
purchaser acknowledgement statement.

(B) The exporter must obtain, prior to the
first shipment each calendar year of an
unregistered pesticide product to & perticular
purchaser in a foreign country, a signed
purchaser acknowledgement statement which
contains the information set forth in
paragraph (cX1) of this section.

(C) The exporter must sign a statement
certifying that export did not take place until
a signed purchaser acknowledgement
statement was received, indicating that this
statement is for the first shipment to a
particular purchaser in a specific country for
that calendar year, and that the exporier will
meet all the purchaser acknowledgement
statement requirements as described in this
paragraph (cX2)Xii) of this section. The
exporter must also specify the chemical
identity of any research product which is
refered t by code in the purchaser
acknowledgement stalement. The information
regarding the specific identity of research
products, which may be included in the
statement of consist of m attachment to the
certification, may be claimed as confidential

(D)Tbecxputamunnhnitdnlip)ed
l&mwledgunansmanemﬁunmefmi@
purchaser, and the accompenying certification
by the exporter including attachments, to EPA
within 7 working days of the exporter’s
receipt of the purchaser acknowledgement
statement, or by the date of export, whichever
occurs first. This information must be
transmitted 1o the following address:
US.EuvbulnuldeupaimAgmq.Oﬂioeo{
Pesticide Programs, (H-7501C), 401 M Street, SW,

Washingian, DC 20460, Atention: Purchaser
Acknowiedgement Statement.

(E) The exporter, who has chosen to
comply with the requirements of this )
paragraph instead of providing pes-shipment
purchaser acknowledgement statements in
accordance with paragraph (c)2Xi) of this
lecu'm.mustmbnﬁlnmn]nmmy
report o EPA. An annmual summary report is
roquired for each unregistered pesticide
exported within the preceding calendar year.
mmmmbehwﬁﬁng.lipndbydn
exporter, and inchude the following

(1) Name, address, and EPA identification
number if applicable, of the exporter.

(2) Name and address of the foreign
purchaser, and the date the purchaser
acknowledgement statement, submiltted to
EPA during the previous calendar year, was
signed by the purchaser.

(3) The identity of the product and the
active ingredients, including: the Chemical
Abstract Services (CAS) registry munber for
each active ingredient, the chemical
nomenclanire for each active ingredient used
by the International Union of Pure and
Applied Chemists (TUPAC), and other known
chanicalorconnnonnnm:s.oriﬁhecxpon
involves a research product, the code name
oridmliﬁcnionnmnbathncmbcusedby
EPA to identify the product from the
exporter’s records.

(4) The dates of each shipment of the
pesticide exported to the foreign purchaser
during that calendar year.

(5) If known, or reasonably ascertainable,
the country or countries of final destination
of the export shipments, ie_, where the
exported pesticide was intended o be used,
if different from the foreign purchaser’s
address.

(F) The exporter shall submit the annual
summary no later than March 1st of the
following calendar yeer. The annual summary
shall be sent to the following address:

U. S. Enviranmental Protection Agency, Office of
Pesticide Programs, H-7501C, 401 M Street, SW.,
Washingion, DC 20460, Anenticn: Anoual

(iii) Confidentiality claims. Persons
submitting the information specified in the
purchaser acknowledgement statement may
assert a claim of business confidentiality by
marking the information claimed confidential
as “’FIFRA Confidential Business

except
in sccordance with the procedures set forth
in 40 CFR part 2, 7 US.C. 136(h), and this

policy statement. If such claim is not asserted,

EPA may disclose the information 1o the
public without providing further notice prior
bdinclosmormomxumiryloobjwt
Notwithstanding any claim of confidentiality,
the purchaser acknowledgement statement
will continue to be forwarded 10 the

appropriate foreign government officials in its
entirety, as required by section 17(aX2).

(3) Recordkeeping. Except as specifically
stated, the requirement to retain records under
part l69ofd\ischxplalppliutodlpuﬁcide
producers, regardless of whether a particular

- product is intended for export. All records

shall be maintained in accordance with ihe
time period required by § 169.2(h) of this
chapter. must also maintsin certain
records pertaining w0 pesticide products
intended for export. In addition to the
requirement that a copy of the purchaser
acknowledgement statement be kept, as stated
at § 169.2(h)X(3) of this chapter, the following
records must be maintained:

(i) Copies of the instructions provided to
foreign purchasers in accordance with
l;:swm (cX2XiXA) and (cX2XiiXA) of

secton.

(ii) Copies of signed purchaser
acknowledgement statements obeained
according to paragraphs (cX2XiXB) and
(cX2)X(iiXB) of this section.

(iii) Copies of the certification from the
exporter; and copies of any accompanying
information regarding the identity of coded
R&D products.

(d) Agency transmission of purchaser
acknowledgement statements. EPA will
transmit a copy of each purchaser
acknowledgement statement to the
appropriate government official in each of the
intended destination countries. After receipt
of the Armual Summary the following
calendar year, EPA will also transmit a copy
of that document 1o the appropriate
government official m each of the intended
destination countries. In the case that no
Amnual Summary has been received within 30
daysofthednenwhichsuchmmyii
required to be submitted, EPA will
written notification to the i
govemment official indicating that no
summary was submitted, and may also take
enforcement action against the exporter ..

§168.85 Other export requirements.
fonmdhmguh.tiomlhnlpplyloexponas
of pesticides, devices, and active ingredients
used in producing a pesticide.
(a)Racardkapingp:ﬂbupecdm
Exporters of pesticides, devices and active
ingrediammunkuprwordsmdpumit
inspections of those records in sccordance
with part 169 of this chapter. Exporters must
kecpnoo«hoflhep’odxmhbelingmed.
including the EPA registered labeling, any
fudphbeﬁngmulnndwdwd)ep'odtu
when shipped, and, as applicable, any
supplemental labeling used. Producers of
pesticides for export shall maintain these
records in & manner that shows exactly which
labels and labeling accompanied each
lhimmofnpesdcidepodwlblfueign
country. As stated at § 168.75(c), when
research product identity information appears
on the labeling in an encoded manner,
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information translating the code shall be
maintained in records. These records shall be
maintained for the time period required by

§ 169.2(h) of this chapter following the last
expott of such pesticides. All records required
by part 169 of this chapter shall be made
available for inspection and copying by EPA
or its duly authorized representatives.

(b) Pesticide production establishment
requiremenss. Exporters of pesticides,
devices, and active ingredients must submit
amual reports o EPA in accordance with part
167 of this chapter, concemning those products
dmnccxponed.Al]porhmrequiredtobe
labeled *‘Not Registered for Use in the
United States of America™ must be reported

as unregistered production regardless of
whether a purchaser acknowledgement
statemnent is required.

PART 189 [AMENDED]

2. In pant 169 '

a. The authority citation for part 169
continues to read as follows:

Asthority: 7 U.S.C. 136f and 136w.

b. Section 169.2 is amended by revising
paragraph (h)(3) and the flush text that
immediately follows paragraph (h)(3) to read
as follows:

§100.2 Mainlenance of records.

 J L ] *

hy *

(3)R)|'l‘rlypesticidcodudmnlpesdcide
registered under section 3 or sold under
section ﬂaXl)ofﬂwAa,copiesof:
statement signed by the foreign purchaser of
the pesticide acknowledging that the
purchaser understands that such pesticide is
not registered for use in the United States and
carmot be 30ld in the United States under this
Act

“le,serecadnhnllbereuhwdfornpaiod
of 2 years after expiration of the contract.

L ] ] L ] *

[FR Doc. 93-77777 Filed 77-17-93; 8:45 am}
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